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Fnday, June 22, 1984

Title 3- Proclamation 5213 of June 19, 1984

The President Minority Enterprise Development Week, 1984

By the President of the United States of Amenra

A Proclamation

America's growth and prosperity depend on the full participation of all its
citizens. If we as a Nation are to remain the world's leader in innovation,
technology and productivity, we must ensure that all Americans are involved
in our economic progress.
The fulfillment of this challenge has become more realistic today, because of
the significant contributions of minority American entrepreneurs to our econ-
omy. The Nation's 600,000 minority-owned businesses reveal the true meaning
of entrepreneurship. They have emerged as a dynamic force in the market-
place, bringing innovative products and services to our economy, and consti-
tuting the principal source for jobs and trainig for thousands of American
worker.

As we enter an era of greatly expanded opportunities in economic growth and
development, it is appropriate that we encourage minority business owners by
recognizing their tremendous contributions toward the continued economic
development of our Nation.

NOW, THEREFORE, I, RONALD REAGAN, President of the United States of
America, do hereby proclaim the week of October 7 through October 13, 1984,
as Minority Enterprise Development Week, and I urge all Americans to join
together with the minority business enterprises of our Nation in appropriate
observances.

IN WITNESS WHEREOF, I have hereunto set my hand this nineteenth day of
June, in the year of our Lord nineteen hundred and eighty-four, and of the
Independence of the United States of America the two hundred and eighth.

[FR Doc. 84-16794
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Presidential Documents

Executive Order 12480 of June 20, 1984

Establishing an Emergency Board To Investigate a Dispute
Behveen The Long Island Rail Road and the Brotherhood of
Locomotive Engineers

A dispute exists between The Long Island Rail Road and the Brotherhood of
Locomotive Engineers representing employees of The Long Island Rail Road.

The dispute has not heretofore been adjusted under the provisions of the
Railway Labor Act, as amended ("the Act").

A party empowered by the Act has requested that the President establish an
emergency board pursuant to Section 9A of the Act.

Section 9A(c) of the Act provides that the President, upon such a request, shall
appoint an emergency board to investigate and report on the dispute.

NOW, THEREFORE, by the authority vested m me by Section 9A of the Act,
as amended (45 U.S.C. 159a), it is hereby ordered as follows:

Section 1. Establishment of Board. There is established, effective June 20,
1984, a board of three members to be appointed by the President to investigate
this dispute. No member shall be pecumarily or otherwise interested in any
organzation of railroad employees or any carrier. The board shall perform its
functions subject to the availability of funds.

Sec. 2. ReporL The board shall report its findings to the President with respect
to the dispute within 30 days after the date of its creation.

Sec. 3. Maintaining Conditions. As provided by Section 9A(c) of the Act, as
amended, from the date of the creation of the board, and for 120 days
thereafter, no change, except by agreement of the parties, shall be made by
the carrier or the employees m the conditions out of which the dispute arose.

Sec. 4. Expiration. The board shall terminate upon the sublmssion of the
report provided for m Section 2 of this Order.

THE WHITE HOUSE,
June 20, 1984.

[FR Doc. 84-16891

Filed 6-21-84; 10:.46 am]

Billing code 3195-0I-M

25611
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Executive Order 12481 of June 20, 1984

Establishing an Emergency Board To Investigate a Dispute
Behveen The Long Island Rail Road and the Brotherhood of
Railvay, Airline and Steamship Clerks, Freight Handlers,
Express and Station Employes

A dispute exists between The Long Island Rail Road and the Brotherhood of
Railway, Airline and Steamship Clerks, Freight Handlers, Express and Station
Employes, representing employees of The Long Island Rail Road.

The dispute has not heretofore been adjusted under the provisions of the
Railway Labor Act, as amended ("the Act").

A party empowered by the Act has requested that the President establish an
emergency board pursuant to Section 9A of the Act.

Section 9A(c) of the Act provides that the President, upon such a request, shall
appoint an emergency board to investigate and report on the dispute.

,NOW, THEREFORE, by the authority vested in me by Section 9A of the Act,
as amended (45 U.S.C. 159a), it is hereby ordered as follows:

Section 1. Establishment of Board. There is established, effective June 20,
1984, a board of three members to be appointed by the President to investigate
this dispute. No member shall be pecuniarily or otherwnse interested in any
organization of railroad employees or any carrier. The board shall perform its
functions subject to the availability of funds.

Sec. 2. ReporL The board shall report its findings to the President with respect
to the dispute within 30 days after the date of its creation.

Sec. 3. Maintaining Conditions. As provided by Section 9A(c) of the Act, as
amended, from the date of the creation of the board, and for 120 days
thereafter, no change, except by agreement of the parties, shall be made by
the carrier or the employees in the conditions out of which the dispute arose.

Sec. 4. Expiration. The board shall terminate upon the submission of the
report provided for in Section 2 of this Order.

THE WHITE HOUSE,
June 20, 1984.

[FR Doc. 84-16892

Filed 6-21-84; 1047 am]

Billing code 3195--1-M

25613
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This section of the FEDERAL REGISTER
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the Code of Federal Regulations, which is
published under 50 titles pursuant to 44
U.S.C. 1510.
The Code of Federal Regulations is sold
by the Supenntendent of Documents.
Pnces of new books are listed in the
first FEDERAL REGISTER issue of each
week.

DEPARTMENT OF AGRICULTURE

Food and Nutrition Service

7 CFR Part 250

Donation of Food for Use In the United
States, Its Trust Territories and
Possessions and Areas Under Its
Jurisdiction

AGENCY: Food and Nutrition Service,
USDA.
ACTION: Final rule.

SUMMARY: This final rule amends the
Food Distribution Program Regulations
(7 CFR Part 250). This amendment
extends the prohibition relating to
charges imposed by distributing
agencies for the storage and
transportation of commodities through
September 30,1985, and makes technical
changes to conform the statutory
language cited in the regulation to
changes in the Temporary Emergency
Food Assistance Act of 1983.
DATES: This rule is effective June 22,
1984.
FOR FURTHER INFORMATION CONTACT.
Gwena Kay Tibbits, Chief, Program
Administration Branch, (703) 756-3660.
SUPPLEMENTARY INFORMATION:

Classification

These regulations have been reviewed
under Executive Order 12291 and have
been classified as "non-major." This
rule will not have an annual effect on
the economy of $100 million or more nor
will it cause a major increase in costs or
price for consumers; individual
industries; Federal, State or local
government agencies; or geographic
regions. This action will not have
significant adverse effects on
competition, employment, investment,
productivity, innovation, or on the
ability of United States-based

enterprises to compete with foreign-
based enterprises in domestic or export
markets.

This rule has been reviewed with
regard to the Regulatory Flexibility Act
(Pub. L. 98-354). Robert E. Leard,
Administrator of the Food and Nutrition
Service, has certified that this action
will not have a significant economic
impact on a substantial number of small
entities.

Public Law 98-92 amends Pub. L 98-8,
extending the Temporary Emergency
Food Assistance Act of 1983 through
September 30,1985, including the
prohibition of certain charges imposed
by distributing agencies for the storage
and transportation of commodities. The
regulation, with minor changes, merely
recites the prohibition against charges
contained in section 208 of Pub. L 93-8
and as such is a nondiscretionary
provision. In addition to the update to
§ 250.60j). § 250.1(b)(21) is being
amended to reflect the changes in
section 202 of Pub. L 98-8 which were
made by Pub. L 98-92. Since § 250.1(b)
merely quotes the language of various
commodity statutes for the ease of
reference of the user, these changes are
also nondiscretionary. Accordingly,
Robert E. Leard has determined that this
is an interpretive rule and that pursuant
to 5 U.S.C. 553 (b) and (d) this rule is
issued without solicitation of comments
and is made effective upon publication.
It is the Department's position, however,
that the statutory prohibition against
charges continued to be in effect prior to
the publication of this rule. Section
250,6j) is being amended to avoid
confusion regarding this matter. Section
250.60) of the current regulations
prohibits States from charging recipient
agencies any amount that is in excess of
the State's direct costs of storing and
transporting commodities, minus any
amount the Department provides the
State for paying such costs, when such
commodities are made available without
charge or credit urnder any nutrition
program administered by the
Department. However, this provision
expired on September 30, 1983. Through
an oversight, the Interim Rule extending
the Temporary Emergency Food
Assistance Program through Fiscal
Years 1984 and 1985 which was
published on December 16.1983 (48 FR
55498], does not contain an extension of
the prohibition against recipient
agencies being assessed charges for the

storage and transportation of
commodities.

This regulation does not contain any
new recordlieepmg or information
collection requirements which are
subject to approval by the Office of
Management and Budget under the
Paperwork Reduction Act of 1930 (44
U.S.C. 3507).
List of Subjects in 7 CFR Part 250

Aged. Disaster assistance, Food
Assistance Program, Grant programs-
Social programs, Infants and children.
Reporting and recordkeepmg
requirements. Surplus, Agricultural
commodities.

PART 250-[AMENDED]

Accordingly, Part 250 is amended as
follows:

1. In § 250.1, paragraph (b)(21) is
revised to read as follows:

§250.1 General purpose and scope.
* * * * *#

(b) Legislation *
(21) Section 202 of Pub. L 93-8, as

amended. reads as follows: (a)
Notwithstanding any other provision of law,
in order to complement the domestic nutrition
programs, make maximum use of the Nation's
agricultural abundance, and expand and
Improve the domestic distribution of prce-
supported commodities, commodities
acquired by the Commodity Credit
Corporation that the Secretary of Agriculture
(hereinafter referred to as the "Secretary']
determines, in his discretion, are in excess of
quantities needed to-

(1) Carry out other domestic donation
programs,

(2) Meet other domestic obligations
(including quantities needed to carry out a
payment-in-land acreage diversion program],

(3) Meet international market development
and food aid commitments, and
(4) Carry out the farm pnce and mcome

stabilization purposes of the Agricultural
Adjustment Act of 1938, the Agricultural Act
of 1949, and the Commodity Credit
Corporation Charter Act. shall be made
available by the Secretary. without charge or
credit for such commodities, for use by
eligible recipient agencies for food
assistance.
(b) Notwithstanding any other provision of

law. If wheat stocks acquired by the
Commodity Credit Corporation are not
available for the purposes of this Act. up to
300.000 metric tons of wheat designated
under section 302(b)(1) of the Food Security
Wheat Reserve Act of 1930 may be used for
the purposes of this Act. Any amount of
wheat used from the Food Security Wheat
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Reserve under this Act shall be replenished
by an equivalent quantity of wheat under the
provisions of section 302(b) of the Food
Security Wheat Reserve Act of 1980 as soon
as practicable, but before October 1, 1985.

2. In § 250.6, paragraph. (j) is revised to
read as follows:

§ 250.6 Obligations of dlstributing
agencies.

(j) Distribution charges. (1) Except as
provided in paragraph 0)(2) of this
section, recipient agencies may be
required to pay part or all of the
intrastate costs of distribution through a
system of charges assessed by
distributing or subdistributing agencies.
Any system of assessment operated by
the distributing or subdistributing
agency shall have the prior approval of
and be subject to review by the FNSRO.
The charges assessed shall be used
sblely in accordance with the provisions
of paragraph [k) of this section.

(2) For the period September 30,1983,
through September 30,1985, whenever a
commodity is donated to a State without
charge or credit against entitlement,
recipient agencies may not be assessed
for any part of the intrastate costs of
storage and transportation of such
commodity that is in excess of the
distributing or subdistributing agency's
direct costs for such storage and
transportation minus any amount that
the Department provides to the State to
pay such costs under Part 251 of this
chapter.

(3) Under no circumstance shall
recipients be required to make any
payments in money, niaterials, or
services for or in connection with the
receipt of donated foods, nor shall
voluntary contributions be solicited m
connection with the receipt of donated
foods for any purpose.

(Catalog of Federal Domestic Assistance No.
10.)5O.
(Sec. 208, Pub. L 98-8, as amended)

Dated: June 14,1984.
Robert E. Leard,
Adminstrator.
[FR Doe. 84-16687 rled 6-21-4: 8:45 am]
BILWNG CODE 3410-30-M

Agricultural Marketing Service

7CFR Part 910
[Lemon Reg. 469]

Lemons Grown in California and
Arizona; Limitation of Handling
AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Final rule.

SUMMARY: This regulation establishes
the quantity of fresh Califorma-Anzona
lemons that may be shipped to market at
325,000 cartons during the period June
24-30.1984. Such action is needed to
provide for orderly marketing of fresh
lemons for the period due to the
marketing situation confronting the
lemon industry.
EFFECTIVE DATE: June 24,1984.
FOR FURTHER INFORMATION CONTACT:.
William J. Doyle, Chief, Fruit Branch,
F&V AMS, USDA, Washington, D.C.
20250, telephone 202-447-5975.
SUPPLEMENTARY INFORMATION: This
final rule has been reviewed under
Secretary's Memorandum 1512-1 and
Executive Order12291, and has been
designated a "non-major" rule. William
T. Manley, Deputy Administrator,
Agricultural Marketing Service, has
certified that this action will not have a
significant economic impact on a
substantial number of small entities.

This final rule is issued under
Marketing Order No. 910, as amended (7
CFR Part 910) regulating the handling of
lemons grown in California and Arizona.
The order is effective under the
Agricultural Marketing Agreement Act
of 1937 as Amended (7 U.S.C. 601-674).
The action is based upon
recommendations and information
submitted by the Lemon Administrative
Committee and upon other available
information. It is found that this action
will tend to effectuate the declared
policy of the Act.

This action is consistent with the
marketing policy currently m effect. The
committee met publicly on June 19,1984,
at Los Angeles, California, to consider
the current and prospective conditions
of supply and demand and
recommended a quantity of lemons
deemed advisable to be handled during

'the specified week. The committee
reports that lemon demand is inprovmg.

It is further found that it is
impracticable and contrary to the public
interest to give preliminary notice,
engage in public rulemaking, and
postpone the effective date until 30 days
after publication in the Federal Register
(5 U.S.C. 553), because of insufficient
time between the date when information
became available upon which thii
regulation is based and the effective
date necessary to effectuate the
declared purposes of the Act. Interested
persons were given an opportunity to
submit information and views on the
regulation at an open meeting. It is
necessary to effectuate the declared
purposes of the Act to make these
regulatory provisions effective as

specified, and handlers have been
apprised of such provisions and the
effective time.

List of Subjects in 7 CFR Part 910

Marketing agreements and orders,
California, Arizona, Lemons.

PART 910-AMENDED]

Section 910.769 is added as follows:

§ 910.769 Lemon Regulation 469.
The quantity of lemons grown in

California and Arizona which may be
handled during the period June 24, 1984,
through June 30,1984, is established at
325,000 cartons.
(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C.
60-674)

Dated: June 20,1984.
Thomas R. Claxk,
Deputy Director, Fruit and Vegetable
Divsi on, Agricultural AloretingServks.
[FRDo.84-16i Fled 0--4 845aml

SILUNO CODE 3410-02-M

Animal and Plant Health Inspection

Service

9 CFR Part 78

[Docket No. 84-049]

Brucellosis in Cattle; State and Area
Classifications

AGENCY: Animal and Plant Health
Inspection Service, USDA,
ACTION: Interim rule.

SUMMARY: This document amends the
regulations governing the Interstate
movement of cattle because of
brucellosis by changing the
classification of the States of North
Carolina and South Carolina from Class
A to Class Free. This action is necessary
because it has been determined that
these Sthtes meet the standards for
Class Free status. The effect of this
actioh is to relieve certain restrictions
on the interstate movement of cattle
from the States of North Carolina and
South Carolina.
DATES: Effective date of the interim rule
is June 22,1984. Written comments must
be received on or before August 21,1984.
ADDRESSES: Written comments should
be submitted to Thomas 0. Gessol,
Director, Regulatory Coordination Staff,
APHIS, USDA, Room 728, Federal
Building, Hyattsville, MD 20782. Written
comments received may be inspected at
Room 728 of the Federal Building
between 8 a.m. and 4:30 p.m., Monday
through Friday, except holidays.
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FOR FURTHER INFORMATION CONTACT.

Dr. Thomas I. Holt. Cattle Diseapes
Staf& VS. APHIS, USDA. Room 817
Federal Building. 6505 Belcrest Road,
Hyattsville, MD 20782,301-436-8711
SUPPLEMENTARY INFORMATION:

Background

The brucellosis regulations [contained
m 9 CFR Part 78 and referred to below
as the regulations) provide a system for
classifying States or portions of States
according to the rate of brucella
infection present and the general
effectiveness of a brucellosis control
and eradication program. The
6lassifications are Class Free, Class A,
Class B. and Class C. States or Areas
which do not meet the minimum
standards for Class C are required to be
placed underFederal quarantine. This
document changes the classification of
the States of North Carolina and South
Carolina from Class A to Class Free.

The brucellosis Class Free
classificotion is based on a finding of no
known brucellosis in cattle for the
period of 12 months preceding
classification as Class Free. The Class C
classification is for States or Areas with
the highest rate of brucellosis, with
Classes A and B in between.
Restrictions on the movement of cattle
are more stringent for movements from
ClassA States or Areas compared to
movements from Free States or Areas,
and are more stringent for movements
from Class B States or Areas compared
to movements from Class A States or
Areas, and so on. The restrictions
include testing for movement of certain
cattle from other than Class Free States
or Areas.

The basic standards for the different
classifications of States or Areas
concern maintenance of: (1) A State or
Area-wide accumulated 12 consecutive
month herd infection rate not to exceed
a stated level; (2) a Market Cattle
Identification (MCI) program reactor
rate not to exceed a stated rate [this
concerns the testing of cattle at auction
markets, stockyards, and slaughtering
establishments; (3) a surveillance
system which includes a testing program
for dairy herds and slaughtering
establishments, and provisions for
identifying and monitoring herds at high
risk of infection, including herds
adjacent to infected herds and herds
from which infected animals have been
sold or received under approved action
plans; and (4) minimum procedural
standards for administering the
program.

Prior to the effective date of this

document the entire States of North
Carolina and South Carolina were
classified as Class A States. It had been
necessary to classify these States as
Class A rather than Class Free because
of the herd infection rate. A State or
Area must remain free from brucellosis
in cattle for the preceding 12 month
period in order to meet the herd
infection rate criteria for Class Free
Status. A review of brucellosis program
records establishes that the States of
North Carolina and South Carolina
should be changed to Class Free since
these States now meet the criteria for
classification as Class Free.
Executive Order and Regulatory
Flexibility Act

This rule is issued in conformance
with Executive Order 12291 and has
been determined to be not a major rule.
Based on information compiled by the
Department, it has been determined that
this rule will not have a significant
effect on the economy; will not cause a
major increase in costs or prices for
consumers, individual industries,
Federal, State, or local government
agencies, or geographic regions; and will
not cause adverse effects on
competition, employment, investment.
productivity, innovation, or on the
ability of United States-based
enterprises to compete with foreign-
based enterprises in domestic or export
markets.

For this action, the Office of
Management and Budget has waived its
review process required by Executive
Order 12291.

Changing the status of the States of
North Carolina and South Carolina
reduces testing requirements on the
interstate movement of certain cattle.
Cattle moved interstate are moved for
slaughter, for use as breeding stock, or
for feeding. Testing requirements for
cattle moved interstate for immediate
slaughter, or to quarantined feedlots are
not affected by the changes in status.
Also, cattle from Certified Brucellosis-
Free Herds moving interstate are not
affected by these changes in status. It
has been determined that the changes in
brucellosis status made by this
document will not affect marketing
patterns and will not have a significant
economic impact on those persons
affected by this document.

Under these circumstances. Mr. Bert
W. Hawkins, Administrator of the
Animal and Plant Health Inspection
Service, has determined that this action
will not have a significant economic
impact on a substantial number of small
entities.

Emergency Action

Dr. John K. Atwell. Deputy
Administrator of the Animal and Plant
Health Inspection Service for the
Veterinary Services, has determined
that an emergency situation exists
which warrants publication of this
interim rule without prior opportunity
for public comment. Immediate action is
warranted in order to delete
unnecessary restrictions on the
interstate movement of certain cattle
from the States of North Carolina and
South Carolina.

Further. pursuant to the
administrative procedure provistons in 5
U.S.C. 553. it is found upon good cause
that prior notice and other public
procedures with respect to this interim
rule are unpracticable and contrary to
the public interest and good cause is
found for making this interim rule
effective less than 30 days after
publication of this document in the
Federal Register. Comments have been
solicited for 60 days after publication of
this document. A document discussing
comments received and any
amendments required will be published
in the Federal Register.

List of Subjects in 9 CFR Part 78

Animal diseases, Brucellosis, Cattle.
Hogs, Quarantine, Transportation.

PART 78-BRUCELLOSIS

Accordingly. 9 CFR Part 78 is
amended as follows:

§78.20 (Amended]

1. Section 78.20[a) is amended by
adding "North Carolina," munmediately
before "North Dakota," and by adding
"South Carolina," immediately before
"Utah:'

2. In § 78.20[b), "North Carolina," and
"South Carolina." are removed.

Authority- Sacs. 4.5, and 6.23 Stal. 32. as
amended: secs. 1 and 2 32 Stat. 7K1-792. as
amended: sec. 3. 33 Stat. 1265. as amended;
sec. 2 65 Stat. 693; and secs. 3 and 11.76 StaL
130. 132; 21 U.S.C. 111-113.114a-1. 115.120.
121.125.134b. 134f; 7 CFR 2.17,2.51, and
371.2[d).

Done at Washington. D.C.. this 191h day of
June. 1934.
K. R. Hook.
Actin3ThDepu" yAdmmnistratar, Vleter anzy
SeI',cc.

BU.LINO COOE 24i0-34-M
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FEDERAL HOME LOAN BANK BOARD

12 CFR Parts 507, 508, 509, 509a, 512
and 513
[No. 84-307

Practice Before the Board

Dated: June 14, 1984.
AGENCY: Federal Home Loan Bank
Board.
ACTION: Final rule; request for
comments.

SUMMARY: The Federal Home Loan Bank
Board ("Board") has revised its rules of
practice and procedure regarding
persons, particularly professionals
representing other persons, practicing
before the Board. These regulations: (1)
define what constitutes "practice"
before the Board, (2) clarify those
persons who may practice before the
Board, (3) authorize the Board, without
preliminary hearing, to exclude an
attorney from an adjudicatory,
investigatory, rulemaking or removal
proceeding for dilatory, obstructionist,
egregious, contemptuous or
contumacious conduct, and (4) establish
procedures for the temporary or
permanent suspension or debarment of
a person's privilege to practice before
the Board.
DATES: Effective June 20, 1984.
Comments must be received by August
17 1984.
ADDRESS: Send comments to Director,
Information Services Section, Office of
the Secretariat, Federal Home Loan
Bank Board, 1700 G Street, NW.,
Washington, D.C. 20552. Comments-will
be available for public inspection at that
address.
FOR FURTHER INFORMATION CONTACT.
Rosemary Stewart (202-377-6437),
Director, Enforcement Division, Office of
General Counsel, Federal Home Loan
Bank Board, or Marianne E. Roche (202-
377-7000], Attorney, Enforcement
Division, Office of General Counsel,
Federal Home Loan Bank Board, at the
above address.
SUPPLEMENTARY INFORMATION: The
Board is adopting regulations in
connection with (1) practice before the
Board generally and at specific
administrative proceedings and (2] the
debarment or suspension of persons
from that practice. The purpose of these
regulations is to enable the Board to
preserve the integrity of its
administrative processes by temporarily
or permanently suspending from
practice before it those persons who
misuse those processes. Any person
who intentionally files false information
or otherwise engages in unethical,

dishonest or unprofessional conduct
before the Board, or who is found to
have violated the laws or regulations
administered by the Board or to be
otherwise unfit to practice before the
Board, will be subject to the suspension
and debarment procedures.

The Board's present regulations
describe various forms of proceedings
before the Board: rulemaking
proceedings for Federal Home Loan
Bank Board regulations in 12 CFR Part
507 general rulemaking proceedings in
12 CFR Part 508, adjudicatory
proceedings in 12 CFR Part 509,
expedited removal hearings in 12 CFR
Part 509a and investigatory proceedings
in 12 CFR Part 512. In each of these
proceedings, a party or interested
person, as appropriate, may come before
the Board in the proceedings directly or
through counsel. It is only in Part 509
that any minimum level of competency
has been required for such counsel or
that the Board has given itself the
opportunity to expel a person from a
proceeding for egregious conduct.

Under § 509.3(b), the Board has the
authority to summarily suspend any
person, including an attorney, from a
hearing for contemptuous conduct;
however, such suspension pertains
solely to the duration of that particular
hearing. The Board believes it has the
authority, generally, to suspend
attorneys or other persons from
appearing before the Board if they have
a history of similar conduct at any type
of hearing or proceeding, in
investigations or in other dealings with
the Board.

The number of professionals
appearing before the Board and its staff
has increased in recent years as the
thrift industry has become more
complex and, particularly, as a rising
number of institutions have converted
from mutual to stock form and have
become subject to the federal securities
laws. Unfortunately, filings in
connection with these conversions,
securities filings and audit reports filed
pursuant to Board regulations have often
evidenced a lack of proper care in their
preparation and a failure on the part of
the attorney, accountant or other expert
preparing the document to comply with
applicable statutory and regulatory
requirements or accepted practices in
their respective professions.
Furthermore, professionals have utilized
dilatory or obstructionist practices
during formal investigations and
adjudicatory hearings to the detriment
of the Board's administrative processes,
and, sometimes, to the institutions they
represent. This unprofessional conduct
degrades the Board's processes,

consumes an inordinate amount of the
Board's staff time, and hinders the
Board's ability to adequately regulate
institutions and protect the public,

The new Part 513 (to be codified at 12
CFR Part 513) being adopted today
generally governs practice before the
Board and specifies under what
circumstances a person may be
censured or temporarily or permanently
suspended or debarred from such
practice. Suspension under Part 513
generally precludes practice in any form
of proceeding. These regulations also
provide for expulsions, without a
preliminary hearing, in connection with
specific proceedings.

The Board emphasizes that these
regulations are intended to cover only
those activities involving some form of
contact with the Board, its staff or its
administrative processes. The Board
does not intend that the suspension and
debarment powers in §513.4 be used as
a new enforcement tool in lieu of
removal or prohibition orders, cease-
and-desist orders, injunctions, criminal
referrals, administrative hearings, or
other enforcement proceedings in
connection with violations of laws or
regulations by a person who happens to
be an attorney or other professional.
Furthermore, it does not intend to
establish special standards of conduct
for attorneys or other professionals
practicing before the Board. Rather, the
Board believes it should suspend from
practice before it those persons who
either engage in unethical or dishonest
behavior in connection with direct
dealings with the Board or its staff, or
who have been found to have engaged
in improper or unprofessional conduct
or violated a law or regulation
administered by the Board.

The Board, in any determination to
suspend an attorney, will weigh the right
of persons to choose their counsel
against the duty of the Board to protect
its administrative processes and the risk
to those processes if the attorney in
question is permitted to continue
appearing before the Board. Such
consideration is of particular importance
when a summary suspension is being
considered in the context of an
adjudicatory proceeding under
§ 509.3(b). These regulations are not
intended to require attorneys to report
to the Board violations of laws and
regulations by their client or to infringe
otherwise on the attorney-client
privilege.

Persons Previously Dgbarred or
Suspended Under New Part 513

Sections 507.11 and 508.13 are being
amended to prohibit persons who have
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been debarred or suspended from
practice before the Board under Part 513
from participating in the rulemaking
proceedings in Parts 507 and 508.
Furthermore, §§ 509.3, 509a.3 and 512.5
are being amended to preclude an
attorney who has been suspended or
debarred under Part 513 from
representing another person in the
proceedings under Parts 509, 509a and
512.

Exclusions From Specific Proceedings
Currently, under § 509.3, the Board or

a presiding officer may exclude any
person from a specific adjudicatory
hearing temporarily, or for the duration
of the hearing, based on a finding that
such person has engaged in
contemptuous conduct. That provision is
being amended to provide that such
exclusions may be based on a finding
that the person has engaged in dilatory,
obstructionist, egregious or
contumacious conduct as well. Sections
507.11. 509a.4 and 512.5 are being
amended to establish similar grounds
for explilsion from the proceedings
underParts 507 509a and 512. Section
512.5 is also being amended to clarify
that the only attorney entitled to be
present during the testimony of any
witness shall be the attorney personally
representing that witness.

Appearance and Practice m
Adjudicatory Proceedings

Section 509.3 is being amended further
to clarify that a person need not be
represented by an attorney at an
adjudicatory proceeding. The
amendment provides that many
adjudicatory proceeding, an individual
may appear in Ins own behalP, a partner
may represent the partnership; a bona
fide officer of a corporation, trust or
association may represent that
corporation, trust or association; and an
officer or employee of any government
unit, agency or authority may represent
that unit, agency or authority.
Practice Before the Board

Practice is defined in § 513.2(e) to
cover any business transacted with the
Board, including:

(I) The representation of any person at
an adjudicatory, investigatory, removal
or rulemaking proceeding;

(ii) The preparation of a statement,
opinion, financial statement appraisal
report, audit report, or other document
or report for filing or submission to the
Board;

(iii] Appearance at a conference or
meeting relating to ad institution's or
other person's rights, privileges or
liabilities with the Board, its staff, or a
presiding officer,

(iv) Any business correspondence or
communication with the Board, its staff
or a presiding officer;,

(v) The transaction of any other
formal business with the Board as an
attorney, an accountant or other
licensed expert representing another
person.

The Board intends that the scope of
Part 513, and, therefore, the meaning of
"practice" be limited to direct dealings
with the Board and its staff or direct
involvement in its administrative
processes. Any improper conduct or
violation of law not directly involving
such dealings or processes will not be
redressed under Part 513, but rather will
continue to be remedied with the
various enforcement tools at the Board's
disposal or by referral to the appropriate
bar, licensing, certifying or law
enforcement authorities.
Who May Practice Before the Board

Section 513.3 provides that any
individual may appear before the Board
in his own behalf and that the
authorized representative of any
business, government or other entity
may appear on behalf of that business,
government or other entity. In addition,
it provides that any accountant or other
licensed expert may practice before the
Board. Furthermore, any person may be
represented before the Board by any
attorney who is a member in good
standing of the highest court of any
Stale, possession, territory.
Commonwealth or the District of
Columbia.

The Board retains the authority to
require any professional who Is
representing another before the Board to
produce evidence that he is authorized
to act in such capacity. The Board does
not intend to create any requirements or
qualifications for practice before the
Board other than that which is
permissible under 5 U.S.C. 500 (the
Administrative Practice Act).
Suspension or Debarment

Section 513.4 designates three
suspension and/or debarment
procedures. Under the first method, set
forth at § 513.4(a), the Board, after
notice and a hearing on the matter, may
censure any person practicing before it
or temporarily or permanently suspend
or debar any person from practicing
before the Board based on a finding that
such person: (1) Does not have the
required qualifications to represent
others, (2) is lacking m professional
character or professional integrity, (3)
has engaged in dilatory, obstructionist,
egregious, contemptuous, contumacious
or other unethical conduct before the
Board, or (4) has willfully violated any

provision of the laws administered by'
the Board or the regulations
promulgated thereunder. Such hearing
will be conducted pursuant to Part 509.

The second form ofsuspension, set
forth at § 513.4(b), is automatic upon the
occurrence of the following events: (1) A
licensed expert or professional is
convicted of a felony or ofa
misdemeanor involving moral turpitude,
personal dishonesty or breach of trust;
(2) an accountant's, appraiser's, or other
expert's license is revoked; or (3) an
attorney is suspended or disbarred by
any state or federal bar. These events
are deemed to have occurred when the
deciding court, agency or tribunal enters
its judgment (even if on a plea of nolo
contendere or when an appeal is
pending or could be taken). Persons
suspended under this method are
automatically reinstated upon
application to the Board if the
conviction, revocation or disbarment
has been reversed or terminated.

The third form of suspension, set forth
at § 513A(c). is a temporary suspension.
initiated w-ithout a preliminary hearing.
of any person who, after the effective
date of this regulation. has been
permanently enjoined by a court m an
action brought by the Board for a
violation of, or the aiding or abetting of
a violation of, the laws administered by
the Board or any regulations
promulgated thereunder. In addition,
any person may be temporarily
suspended, without a preliminary
hearing. if he has been convicted by a
court for violating, or found by the
Board in an administrative proceeding
to which he is a party and the Board is
the complainant to have violated, any
law administered by the Board or any
regulations promulgated thereunder.
Such an order is effective upon delivery
by registered or certified mail to the
person suspended. This form of
temporary suspension cannot be entered
more than three months after the
entering of the final judgment or order
against the individual and the
completion of all re,.iew and appeal
procedures. A recipient of a temporary
suspension order has 30 days to petition
that the suspension be lifted. If a
petition is not filed. the suspension
automatically becomes permanent. If a
petition is filed, the Board will. expedite
the hearing process to the extent
practicable. At such hearing, the Board
need only prove the conviction or the
existence of the final order or other
action. The petitioner then must show
why he should not be censured,
suspended or debarred. The merits of
the prior action and order will not be
reconsidered, and the petitionerwill be
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deemed to have engaged in whatever
violations he has been convicted of,
even if the conviction or order was
issued with his consent. In all other
respects, the hearing shall conform to
the procedural requirements in Part 509.
The temporary suspension shall remain
in effect during the hearing, unless the
Board reinstates the person for good
cause shown.

Unless the conviction, revocation or
disbarment is based on an action
initiated by the Board, any person
appearing or practicing before the Board
is required by § 513.6 to file any order,
judgment or decree entered, after a
finding of the kind described in § 513.4
(b] or (c), together with the related
opinion or statement of the court,
agency or tribunal involved with the
Secretary to the Board. Failure -to so file
within 30 days of the later of the
effective date of these regulations, the
entry of the order, judgment or decree,
or the date the person initiates practice
before the Board, is grounds for a
temporary suspension until such filing is
made.

Reinstatement
Any person debarred or suspended

from practice before the Board may
apply for reinstatement at any time. In
addition, any person suspended under
§ 513.4(b) automatically is reinstated,
upon appropriate application, if the
grounds for such suspension have been
removed, reversed or terminated. If the
grounds for the suspension under
§ 513.4(b) remain in effect, the person
subject to the suspension may request
an informal hearing or submit written
application with regard to removing that
suspension or debarMent.
Regulatory Flexibility

Although the regulations promulgated
herein have not been proposed for
public notice and comment, and,
therefore, do not require a regulatory
flexibility analysis, the Board had
determined that the proposed rules will
not have a significant economic impact
on small entities, as they only apply to
attorneys and other persons who engage
in improper conduct before the Board or
its staff. The rules therefore do not
appear to be of a kind that raises
regulatory flexibility considerations.

List of Subjects m 12 CFR Parts 507 509,
509a, 512 and 513

Savings and loan associations,
Administrative rule-making and
adjudicatory proceedings, Formal
examination proceedings.

The Board finds that the public notice
and comment procedures of 5 U.S.C.
553(b) and 12 CFR 508.13 are

unnecessary because these regulations
relate only to practice and procedure
before the Board, and, therefore, are
excepted from those procedures by 5
U.S.C. 553(b) and 12 CFR 508.11.
However, as these regulations establish
a new procedure for suspending or
debarring persons from practice before
the Board, the Board is soliciting
comments from the public for a period of
60 days regarding the suspension and
debarment aspects of Part 513.
Furthermore, the Board finds for good
cause that delay of the effective date of
the regulations pursuant to 5 U.S.C.
553(d) and 12 CFR 508.14 is unnecessary
because it is in the public interest to act
expeditiously to protect the Board's
admirustrative processes.

Accordingly, the Board hereby
amends Parts 507 508, 509, 509a and
512 and adds a new Part 513 under
Subchapter A, Chapter V of Title 12,
Code of Federal Regulations, as set forth
below.

SUBCHAPTER A-GENERAL
1. Ament § 507.11 by adding the

following two sentences at the end
thereof:

PART 507-HEARINGS

§ 507.11 Recommendations and
representations at hearings by persons
other than those requesting hearing.
* * * However, no person who has
been suspended or debarred from
practice before the Board in accordance
with the provisions of Part 513 of this
subchapter is entitled to appear or be
heard at any such hearing. The Board
may, for good cause, exclude any person
from further participation in any
rulemaking hearing in which the Board
has found the person to have engaged in
dilatory, obstructionist, egregious,
contemptuous or contumacious conduct.

2. Amend § 508.13 by adding the
following sentence at the end thereof:

PART 508-PROMULGATION OF
REGULATIONS AND AMENDMENTS
§ 508.13 Participation of Interested
persons In a proposed amendment or rule.

* * However, no person who has
been suspended or debarred from
practice before the Board in accordance
with the provisions of Part 513 of this
subchapter may submit, either directly
or on behalf of an interested party, any
written documents or petitions
otherwise permitted by this section.

3. Revise the title of Part 509 and
revise § 509.3 as follows:

PART 509--RULES OF PRACTICE AND
PROCEDURE IN ADJUDICATORY
PROCEEDINGS

§ 509.3 Appearance and practice In an
adjudicatory proceeding.

(a) Appearance before the Board or a
presiding officer-

(1) By non-attorneys. An individual
may appear in his own behalf; a member
of a partnership may represent the
partnership; a bona fide and duly
authorized officer of a corporation, trust
or association may represent the
corporation, trust or association; and an
officer' or employee of any government
unit, agency or authority may represent
that unit, dgency or authority.

(2) By attorneys. Any person who is a
member in good standing of the bar of
the highest court of any State,
possession, territory, Commonwealth or
the District of Columbia, and who has
not been suspended or debarred from
practice before the Board in accordance
with the provisions of Part 513 of this
subchapter, may represent parties in
adjudicatory proceedings before the
Board or a presiding officer. An attorney
representing a person before the Board
or a presiding officer in a specific
adjudicatory proceeding shall file a
notice of appearance with the Secretary
which shall contain a written
declaration that he is currently qualified
as provided by this paragraph (a)(2) and
is authorized to represent the particular
party on whose behalf he acts.

(b) Summary suspension. Dilatory,
obstructionist, egregious, contemptuous
or contumacious conduct at any hearing
before the Board or a presiding officer
shall be grounds for exclusion therefrom
and suspension for the duration of the
hearing.

4. Amend § 509a.6 by revising
paragraph (c) as follows:

PART 509a-REMOVALS,
SUSPENSIONS, AND PROHIBITIONS
WHERE A CRIME IS CHARGED OR
PROVED

§ 509a.6 Initiation of hearing.

(c) A party may appear personally or
through an attorney to submit relevant
written materials and oral argument
thereon: Provided, however, that any
attorney is subject to all the
requirements and limitations imposed
on attorneys in § 509.3 of this
subchapter.

5. Amend § 512.5 by revising
paragraph (b) as follows:
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PART 512-RULES FOR
INVESTIGATIVE PROCEEDINGS AND
FORMAL EXAMINATION
PROCEEDINGS

§ 512.5 Rights of witnesses.

(b) Any witness at an investigative
proceeding or formal examination
proceeding may be accompanied and
advised by an attorney personally
representing that witness.

(1] Such attorney shall be a member in
good standing of the bar of the highest
court of any State, possession, territory,
Commonwealth or the District of
Columbia, who has not been suspended
or debarred from practice before the
Board in accordance with the provisions
of Part 513 of this title and has not been
excluded from the particular
investigative proceeding in accordance
with paragraph (b)(3] of this section.

(2) Such attorney may advise the
witness before, during and after the
taking of his testimony and may briefly
question the witness, on the record, at
the conclusion of his testimony, for the
sole purpose of clarifying any of the
answers the witness has given. During
the taking of the testimony of a witness,
such attorney may make summary notes
solely for the use of his client. All
witnesses shall be sequestered and,
unless.permitted in the discretion of the
designated representative, no witness or
accompanying attorney may be
permitted to be present during the taking
of the testimony of any other witness
called in such proceeding. Attorney(s)
for the institution(s) that are the subject
of the formal examination proceeding
shall have no right to be present during
the testimony of any witness not
personally being represented by such
attorney.

(3) The Board, for good cause, may
exclude a particukIattorney from
further participation in any investigation
in which the Board has found the
attorney to have engaged-mi dilatory,
obstructionist, egregious, contemptuous
or contumacious conduct. The person
conducting an investigation may report
to the Board instances of apparently
dilatory, obstructionist, egregious,
contemptuous or contumacious conduct
on the part of an attorney. After due
notice to the attorney, the Board may
take such action as the circumstances
warrant based upon a written record
evidencing the conduct of the attorney
in that investigation or such other or
additional written or oral presentation
as the Board may permit or direct.

6. Add a new Part 513 as follows:

PART 513--PRACTICE BEFORE THE
BOARD

Sec.
513.1 Scope of part.
513.2 Definition.
513.3 Who may practice.
513.4 Suspension and debarment.
513.5 Reinstatement.
513.6 Duty to file information concerning

adverse judicial or administrative action.
513.7 Proceeding under this part.

Authority- Sec. 17,47 Stat. 738, as
amended, (12 U.S.C. 1437); Sec. 5. 43 Stat. 132,
as amended, (12 U.S.C. 1484); Sec. 407,48
Stat. 1260, as amended, (12 U.S.C. 1730); Sec.
12, 48 Stat. 892 as amended, (15 U.S.C. 781).

§ 513.1 Scope of part.

This part prescribes rules with regard
to general practice before the Board on
one's own behalf or in a representative
capacity and prescribes rules describing
the circumstances under which
attorneys, accountants, appraisers, or
other persons may be suspended or
debarred, either temporarily or
permanently, from practicing before the
Board. In connection with any particular
matter, reference also should be made to
any special requirements of procedure
and practice that may be contained in
the particular statute involved or the
rules and forms adopted by the Board
thereunder, which special requirements
are controlling. In addition to any
suspension hereunder, a person may be
excluded from further participation
under this subchapter in a particular
Federal Home Loan Bank rulemaking
hearing in accordance with § 507.11.
from a rulemaking hearing in
accordance with § 508.13, from an
adjudicatory proceeding in accordance
with § 509.3(b), from a removal hearing
in accordance with § 509a.3, or from an
investigatory proceeding in accordance
with § 512.5(b)(2).

§ 513.2 Definitions.

As used in this part-
(a) "Board" means the Federal Home

Loan Bank Board or, where appropriate,
the Federal Savings and Loan Insurance
Corporation;

(b) The term "Secretary" means the
Secretary and any Assistant or Acting
Secretary to the Board;

(c] The term "presiding officer"
includes the Board, one or more
members thereof or an administrative
law judge appointed under section 3105
or detailed pursuant to section 3344 of
title 5 of the United States Code and, as
used in this part, the term shall be
construed to refer to wuchever of the
above-identified individuals presides at
a hearing or other proceeding, except as
otherwise specified in the text;

(d) The term "attorney" means any
person who is a member in good
standing of the bar of the highest court
of any State, possession, territory,
Commonwealth or the District of
Columbia; and

(e) The term "practice" means
transacting any business with the Board,
including:

(1) The representation of another
person at any adjudicatory,
investigatory, removal or rulemakmg
proceeding conducted before the Board,
a presiding officer or the Board's staff,
including those proceedings covered in
Parts 507, 503, 509, 509a and 512 of this
subchapter,

(2) The preparation of any statement,
opinion, financial statement, appraisal
report, audit report, or other document
or report by any attorney, accountant,
appraiser or other licensed expert which
is filed with or submitted to the Board,
with such expert's consent or knowledge
in connection with any application or
other filing with the Board;

(3) A presentation to the Board, a
presiding officer or the Board's staff at a
conference or meeting relating to an
mstitution's or other person's rights,
privileges or liabilities under the laws
administered by the Board and rules and
regulations promulgated thereunder;,

(4) Any business correspondence or
commumcation with the Board. a
presiding officer or the Board's staff;
and

(5) The transaction of any other
formal business with the Board on
behalf of another, in the capacity of an
attorney, accountant, appraiser or other
licensed expert.

§ 513.3 Who may practice.
(a) By non-attorneys-
(1) An individual may appear on his

own behalf (pro se); a member of a
partnership may represent the
partnership; a bona fide and duly
authorized officer of a corporation, trust
or association may represent the
corporation, trust or association; and an
officer or employee of a comrmssion.
department or political subdivision may
represent that commission, department
or political subdivision before the Board.

(2) Any accountant, appraiser or other
licensed expert may practice before the
Board in a professional capacity.

(b) By attorneys-Any institution or
other person may be represented in any
proceeding or other matter before the
Board by an attorney.

(c) Any licensed expert or
professional transacting business with
the Board in a representative capacity
may be required to show his authority to
act in such capacity.
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§ 513.4 Suspension and debarment.
(a) The Board may censure any person

practicing before it or may deny,
temporarily or permanently, the
privilege of any person to practice
before it if such person is found by the
Board, after noticeof and opportunity
for hearing in the matter, (1) not to
possess the requisite qualifications to
represent others, (2) to be lacking in
character or professional integrity, (3) to
have engaged in any dilatory,
obstructionist, egregious, contemptuous,
contumacious or other unethical or
improper professional conduct before
the Board, or (4) to have willfully
violated, or willfully aided and abetted
the violation of, any provision of the
laws administered by the Board or the
rules and regulations promulgated
thereunder.

(b) Automatic suspension. (1) Any
person who, after being licensed as a
professional or expert by any competent
authority, has been convicted of a
felony, or of a misdemeanor involving
moral turpitude, personal dishonesty or
breach of trust, shall be suspended
forthwith from practicing before the
Board.

(2) Any accountant, appraiser or other
licensed expert whose license to
practice has been revoked in any State,
possession, territory, Commonwealth or
the District of Columbia, shall be
suspended forthwith from practice
before the Board.

(3) Any attorney who has been
suspendedor disbarred by a court of the
United States or in any State,
possession, territory, Commonwealth or
the District of Columbia, shall be
suspended forthwith from practicing
before the Board.

(4) A conviction [including a judgment
or order on a plea of nobo contendere),
revocation, suspension or disbarment
under paragraphs (b) (1), (2) and (3) of
this section shall be deemed to have
occurred when the convicting, revoking,
suspending or disbarring agency or
tribunal enters its judgment or order,
regardless of whether an appeal is
pending or could be taken.

(5] For purposes of this section, it
shall be irrelevant that any attorney,
accountant, appraiser or other licensed
expert who has been suspended,
disbarred or otherwise disqualified from
practice before a court or in a
jurisdication continues in professsional
good standing before other courts or in
other jurisdictions.

(c) Temporary suspension. (1) The
Board, with due regard to the public
interest and without preliminary
hearing, by order, may temporarily
suspend any person from appearing or

practicing before it who, on or after June
20, 1984, by name, has been:

(i] Permanently enjoined (whether by
consent, default or summary judment or
after trial) by any court of competent
jurisdiction or by the Board itself in a
final admiustrative order, by reason of
his misconduct in any action brought by
the Board based upon violations of, or
aiding and abetting the violation of, any
provision of the Federal Home Loan
Bank Act, as amended, 12 U.S.C. 1421 et
seq., the Home Owners' Loan Act of
1933, as amended, 12 U.S.C. 1461 et seq.,
and Title IV of the National Housing
Act, as amended, 12 U.S.C. 1724 et seq.,
or any provision of the Securities
Exchange Act of 1934, as amended, 15
U.S.C. 78a, et seq., which is
administered'by the Board, or of any
rule or regulation promulgated
thereunder;, or

(ii) Found by any court of competent
jurisdiction (whether by consent,
default, or summary judgment, or after
trial] in any action brought by the Board
to which he is a party or found by the
Board (whether by consent, default,
upon summary judgment or after
hearing) in any administrative
proceeding in which the Board is a
complainant and he is a party, to have
willfully committed, caused or aided or
abetted a violation of any provision of
the Federal Home Loan Bank Act, as
amended, 12 U.S.C. 1421 et seq., the
Home Owners' Loan Act of 1933, as
amended, 12 U.S.C. 1461 et seq., and
Title IV of the National Housing Act, as
amended, 12 U.S.C. 1724 et seq. or any
provision of the Securities Exchange Act
of 1934, as amended, 15 U.S.C. 78a, et
seq., which is administered by the
Board, or of any rule of regulation
promulgated thereunder.

(2) An order of temporary suspension
shall become effective when served by
certified or registered mail directed to
the last known business or residential
address of the person involved. No order
of temporary suspension shall be
entered by the Board pursuant to
paragraph (c)(1) of this section more
than three months after the final
judgment or order entered in a judicial
or administrative proceeding described
in paragraphs (i) or (ii) of paragraph
(c)(1) has become effective and all
review or appeal procedures have been
completed or are no longer available.

(3] Any person temporarily suspended
from appearing and practicing before the
Board in accordance with paragraph
(c)(1) may, within 30 days after service
upon him of the order of temporary
suspension, petition the Board-to lift
such suspension. If no petition is
received by the Board within those 30

days, the suspension shall become
permanent.

(4) Within 30 days after the filing of a
petition in accordance with paragraph
(c](3) of this section, the Board shall
either lift the temporary suspension or
set the matter down for hearing at a
time and place to be designated by the
Board, or both. After opportunity for
hearing, the Board may censure the
petitioner or may suspend the petitioner
from appearing or practicing before the
Board temporarily or permanently. In
every case in which the temporary
suspension has not been lifted, the
hearing and any other action taken
pursuant to this paragraph (4) shall be
expedited by the Board in order to
ensure the petitioner's right to address
the allegations against him.

(5) In any hearing held on a petition
filed in accordance with paragraph (c)(3)
of this section, a showing that the
petitioner has been enjoined or has been
found to have committed, caused or
aided or abetted violations as described
in paragraph (c)(1) of this section,
without more, may be a basis for
suspension or debarment; that showing
having been made, the burden shall then
be on the petitioner to show why he
should not be censured or be
temporarily or permanently suspended
or debarred. A petitioner will not be
permitted to contest any findings against
him or any admissions made by him in
the judicial or administrative
proceedings upon wlch the proposed
censure, suspension or debarment Is
based. A petitioner who has consented
to the entry of a permanent injunction or
order as described in paragraph (c)(1)(i)
of this section, without admitting the
facts set forth in the complaint, shall
nevertheless be presumed for all
purposes under this section to have been
enjoined or ordered by reason of the
misconduct alleged in the complaint.

§ 513.5 Reinstatement.
(a) Any person who is suspended from

practicing before the Board under
paragraph (a) or (c) of § 513.4 of this part
may file an application for reinstatement
at any time. Denial of the privilege of
practicing before the Board shall
continue unless and until the applicant
has been reinstated by order of the
Board for good cause shown.

(b) Any person suspended under
paragraph (b) of § 513.4 shall be
reinstated by the Board, upon
appropriate application, if all of the
grounds for application of the provisions
of that paragraph subsequently are
removed by a reversal of the conviction
or termination of the suspension,
disbarment or revocation. An
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application for reinstatement on any
other grounds by any person suspended
under paragraph (b) of § 513.4 may be
filed at any time. Such application shall
state with particularity the rellef desired
and the grounds therefor and shall
include supporting evidence, when
available. The applicant shall be
accorded an opportunity for an informal
hearing in the matter, unless the
applicant has waived a hearing m the
application and, instead, has elected to
have the matter determined on the basis
of written submissions. Such hearing
shall utilize the procedures established
in § 509a.3 and paragraph (a) of § 509a.7
of this subchapter. However, such
suspension shall continue unless and
until the applicant has been reinstated
by order of the Board for good cause
shown.

§ 513.6 Duty to file Information concerning
adverse judicial or administrative action.

Any person appearing or practicing
before the Board who has been or is the
subject of a conviction, suspension,
debarment, license revocation,
injunction or other finding of the kind
described in § 513.4 (b) or (c) of this part
in an action not instituted by the Board
shall promptly file a copy of the relevant
order, judgment or decree with the
Secretary together with any related
opinion or statement of the agency or
tribunal involved. Any person who fails
to so file a copy of the order, judgment
or decree withn 30 days after the later
of June 15,1984, the entry of the order,
judgment or decree, or the date such
person initiates practice before the
Board, for that reason alone may be
disqualified from practicing before the
Board until such time as the appropriate
filing shall be made, but neither the
filing of these documents nor the failure
of a person to file them shall m any way
impair the operation of any other
provision of this part.

- § 513.7 Proceeding under this part.
(a) All hearings required or permitted

to be held under paragraphs (a) and (c)
of § 513.4 of this part shall be held
before a presiding officer utilizing the
procedures established in the rules of
practice and procedure in adjudicatory
proceedings under Part 509 of this
subchapter.

(b) All hearings held under this part
shall be closed to the public unless the
Board on its own motion or upon the
request of a party otherwise directs.

(c) Any proceeding brought under any
section of this part shall not preclude a
proceeding under any other section of
this part or any other part of the Board's
regulations.

(Sec. 17.47 Stat. 736, as amended. (12 U.S.C.
1437); sec. 5, 48 Stat. 132. as amended, (12
U.S.C. 1464); sec. 407.48 Stat. 120, as
amended, (12 U.S.C. 1730); sec. 12,48 Slat.
692, as amended, (15 U.S.C. 781))

By the Federal Home Loan Bank Board.
John F. Ghuzzom,
Assistant Secretary.
[FR Dar&4-&1c44 Id 0-1-M- Q45 =1
BILLING CODE 6720.-01-

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 84-CE-14-AD; Aindt. 39-4683]

Mitsubishi Heavy Industries, Ltd. (MHI)
Models MU-2B, -10, -15, -20, -25, -26,
-30, -35, -36 Airplanes Mitsubishi
Aircraft International, Inc. (MAI)
Models MU-2B, -25, -26, -26A, -35,
-36A, -40, -60 Airplanes

AGENCY: Federal Aviation
Admimstration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This amendment adopts a
new Airworthiness Directive (AD)
applicable to certain serial numbered
Mitsubishi Models MU-2B, -10, -15. -20,
-25, -26, -26A, -30. -35. -36, -36A, -40,
and -60 airplanes manufactured by
Mitsubishi Heavy Industries (M )-, Ltd.,
and Mitsubishi Aircraft International,
Inc. (MAI). The AD requires the
retorquing and lock-wire safetying of
coupling nuts on the bleed air tubing. A
field report has been received indicating
that the engine air inlet anti-ice system
malfunctioned as a result of loss of

.bleed air at a loose tube coupling nut.
The action required by this AD will
eliminate the cause of this malfunction
of the air inlet anti-ice system and the
possible loss of engine power during in-
flight icing conditions.
DATE: Effective Date: June 28,1984.

Compliance: As prescribed in the
body of the AD.
ADDRESSES: Mitsubishi Heavy
Industries, Ltd., M.IU-2 Service Bulletin
No. 196A. dated April 12,1984,
applicable to this AD, may be obtained
from Mitsubishi Heavy Industries, Ltd.,
Nagoya Aircraft Works, 10, Oye-cho,
Minato-ku, Nagoya, Japan, or Mitsubishi
Aircraft International, Inc., P.O. Box
3848, San Angelo, Texas 76901.

Mitsubishi Aircraft International, Inc.,
MU-2 Service Bulletin No. 047/30-001.
dated February 20. 1984, applicable to
this AD, may be obtained from
Mitsubishi Aircraft International, Inc.,
P.O. Box 3848, San Angelo, Texas 76901.

Copies of these service bulletins are
also contained in the Rules Docket,
Federal Aviation Admimstration. Office
of the Regional Counsel, Room 1558, 601
East 12th Street. Kansas City, Missouri
64105.

FOR FURTHER INFORMATION CONTACT:
For the MHI Series airplanes
manufactured m Japan: John G. Sullivan,
Aerospace Engineer, Western Aircraft
Certification Office, ANM--172W,
Federal Aviation Administration, P.O.
Box 92007, Worldway Postal Center, Los
Angeles, Califorma 90009, Telephone:
(213) 536-6165.

For the MAI Series airplanes
manufactured in the U.S.. Billy R.
Parker, Propulsion Engineer, Airplane
Certification Branch. ASW-150, Federal
Aviation Administration, P.O. Box 1689,
Forth Worth, Texas 76101, Telephone:
(817) 877-2449.

SUPPLEMENTARY INFORMATION: As a
result of a field report of an engine air
inlet anti-ice system malfunction caused
by loss of bleed air at a loose tube
coupling nut on a Mitsubishi MU-2B
airplane, the Japan civil Aviation Bureau
(CAB) issued their Airvorthiness
Directive (AD) No. TCD-2342-84 dated
January 28,1984. applicable to certain
serial Mitsubishi Model MU-2B
airplanes manufactured by MI of
Japan. This AD required retorquing and
lockwire safetymg the bleed air tube
couplings in accordance with MFII
Servce Bulletin No. 196A, dated April
121984.

MAI has also issued a service
bulletin. SB 047/30-001, dated February
22,1984. recommending the same action
on Mitsubishi Model MU-2B Series
airplanes manufactured m San Angelo,
Texas.

The FAA has examined the available
information relating to the issuance of
the aforementioned service bulletins
and the JCAB AD. Based on the fore-
going. the FAA has determined that the
condition addressed by these service
bulletins and the JCAB AD is an unsafe
condition and may exist on all
Mitsubishi Model MU-2B Series
airplanes certificated for operation m
the United States irrespective of the
location of their manufacture. Therefore,
and AD is being issued which requires
the retorqumg and loclavire safetying of
bleed air tubing coupling nuts on both
NII- and MAI-manufactured Mitsubishi
Model MU-2B. -10. -15. -20, -25, -26, -
26A. -30. -35, -36, -36A. -40 and -60 (all
serial numbers up to and including
154SA) airplanes m accordance with
instructions contained in either
Mitsubishi Heavy Industries MU-2
Servce Bulletin No. 196A dated April i2,
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1984, for MI1-manufactured airplanes or
Mitsubishi Aircraft International, Inc.,
MU-2 Service Bulletin No. 047/30-001
dated February 20,1984, for MAI-
manufactured airplanes.

Because an emergency condition
exists that requres the immediate
adoption of this regulation, it is found
that notice and public procedure hereon
are impractical and contrary to the
public interest, and good cause exists
for making this amendment effective in
less than 30 days.

List of Subjects in 14 CFR Part 39

Aviation safety, Aircraft.

Adoption of the Amendment

Accordingly, pursuant to the authority
delegated to me by the Administrator,
§ 39.13 of the Federal Aviation
Regulations (14 CFR 39.13) is amended
by adding the following new AD:
Mitsubishi: Applies to Models MU-2B, -10.

-15,20.25.-26,-26A, -30.-35,36, 36A.
40. and -60 Serial Numbers I up to and
including 1564 with or without the SA
suffix airplanes certificated in any
catagory.

Note: The Serial numbers of airplanes
manufactured in the United States by
Mitsubishi Aircraft International, Inc. (MAI)
are suffixed by "SA." The serial numbers of
airplanes manufactured in Japan by
Mitsubishi Heavy Industries, Ltd. (MHI) have
no suffix.

Compliance: Required as indicated, unless
already accomplished.

To prevent malfunction of the engine air
inlet anti-ice system, accomplish the
following:

(a) Within the next 25 hours time-in-service
after the effective date of this AD, install on
the main instrument panel, in full view of the
pilot, a temporary placard, having letters at
least 0.10 inch high, which reads as follows:
"Flight Into Known Icing Is Prohibited."

(b) Within the next 100 hours time-m-
service after the effective date of this AD,
retorque and lockwire safety the bleed air
tubing coupling nuts.

(1) On the MHI airplanes, in accordance
with the instructions contained in Mitsubisbn
MU-2 Service Bulletin No. 196A, dated April
12,1984, and

(2) On the MAI airplanes in accordance
with the instructions contained in Mitsubislu
Aircraft International, Inc., MU-2 Service
Bulletin No. 047/30-001 dated February 20,
1984.

(c) When paragraph (b) of this AD has been
accomplished, the placard specified in
paragraph (a) is no longer required and shall
be removed from the airplane.

(d) Airplanes may be flown in accordance
with Federal Aviation Regulation 21.197 to a
location where this AD can be accomplished.

(e) An equivalent method of compliance
with this AD may be used on the MHI
airplanes, if approved by the Manager,
Western Aircraft Certification Office, ANM-
170W, Federal Aviation Administration, P.O.
Box 92007, Worldway Postal Center, Los

Angeles, California 90009, and on the MAI
airplanes, if approved by the Manager,
Airplane Certification Branch, ASW-150,
Federal Aviation Administration, Southwest
Region, P.O. Box 1689, Fort Worth, Texas
76101.

This amendment becomes effective on
June 28, 1984.

(Secs. 313(a), 601, and 603, Federal Aviation
Act of 1958, as amended, (49 U.S.C. 1354(a),
1421, and 1423); 49 U.S.C. 106(g) (Revised Pub.
L. 97-449, January 12, 1983); sec. 11.89 of the
Federal Aviation Regulations (14 CFR 11.89))

Note: The FAA has determined that this
regulation is an emergency regulation that is
not major under Section 8 of Executive Order
12291. It is impracticable for the agency to
follow the procedures of Order 12291 with
respect to tis rule since the rule must be
issued munediately to correct an unsafe
condition in aircraft. It has been further
determined that this documenfinvolves an
emergency regulation under DOT Regulatory
Policies and Procedures (44 FR 11034:
February 26,1979). If this action is
subsequently determined to involve a
significant regulation, a final regulatory
evaluation or analysis, as appropriate, will be

'prepared and placed in the regulatory docket
(otherwise, an evaluation is not required). A
copy of it, when filed, may be obtained by
contacting the Rules Docket under the
caption "ADDRESSES" At the location
identified..

Issued m Kansas City, Missouri, on June 12,
1984.
John E. Shaw,
ActingDirector, CentralRegion.
[FR Doc. 84-1668 Filed 8-21-84: 145 am]
BIWNG CODE 4910-13-M

14CFR Part 71

[Airspace Docket No. 84-ASW-3]

Alteration of Transition Area; Warren,
AR

AGENCY: Federal Aviation
Admimstration (FAA), DOT.

ACTION: Finalrule.

SUMMARY: This amendment-will alter
the transition area at Warren, AR. The
intended effect of the amendment is to
provide controlled airspace for aircraft
executing a new standard instrument
approach procedure (SIAP) to the
Warren Mumipal Airport. This
amendment is necessary since the
Airport Commission is proposing to
install a nonfederal nondirectional radio
beacon (NDB) on the Warren Municipal
Airport.

EFFECTIVE DATE: August 30, 1984.

FOR FURTHER INFORMATION CONTACT:
Kenneth L. Stephenson, Airspace and
Procedures Branch (ASW-535), Air
Traffic Division, Southwest Region,
Federal Aviation Administration, P.O.

Box 1689, Fort Worth, TX 76101,
telephone (817) 877-2630.
SUPPLEMENTARY INFORMATION:

History

On January 27, 1984, a notice of
proposed rulemaking was published in
the Federal Register.(49 FR 3488) stating
that the Federal Aviation
Administration proposed to alter the
Warren, AR, transition area. Interested
persons were invited to participate in
this rulemaking proceeding by
submitting written comments on the
proposal to the Federal Aviation
Administration. Comments were
received without objections. Except for
editorial changes, this amendent is that
proposed in the notice.

List of Subjects in 14 CFR Part 71

Control zones, Transition areas,
Aviation safety.

Adoption of the Amendment

Accordingly, pursuant to the authority
delegated to me, by the Administrator,
Subpart G of Part 71, § 71.181, of the
Federal Aviation Regulations (14 CFR
Part 71) as republished in FAA Order
7400.6, Compilation of Regulations,
dated January 3, 1984, is amended,
effective 0901 GMT, August 30,1984, as
follows:
Warren, AR Revised

That airspace extending upwards from 700
feet above the surface within a 6.5-mile
radius of the Warren Municipal Airport
(latitude 33°33'50' N., longitude 92'03'00 W.)
and within 3 miles tech side of a 214° bearing
of the NDB (latitude 33°32'49' N., longitude
92° 05'45' W.) extending from the 6.5-mile
radius area to 8.5 miles southwest of the
NDB.

(Sec. 307(a), Federal Aviation Act of 1950, as
amended (49 U.S.C. 1348(a)); sec. 1(c), 49
U.S.C. 108(g) (Revised, Pub. L 07-449, January
12 1983); and 14 CFR 11.61(c).)

Note: The FAA has determined that this
regulation only involves an established body
of technical regulations for which frequent
and routine amendments are necessary to
keep them operationally current. It,
therefore-(l) is not a "major rule" under
Executive Order 12291; (2) is not a
"significant rule" under DOT Regulatory
Policies and Procedures (44 FR 11034:
February 26,1979); and (3) does not warrant
preparation of a regulatory evaluation as the
anticipated impact is so minimal. Since this is
a routine matter that will only affect air
traffic procedures and.alr navigation, it Is
certified that this rule, when promulgated,
will not have a significant economic impact
on a substantial number of small entities
under the criteria of the Regulatory Flexibility
Act.
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Issued in Fort Worth, TX. on June 12.1934.
F. E. Whitfield,
Acting Director, SouthwestPe, on.
[FR Dc. 84-1855w Filed 6-2i-A &'45 canj
BULIN CODE 4910-13-M

14 CFR Part 71
[Aimpace Docket No. 84-AWA-12]

Alteratfcn of VOR Federal Airways,
Uklah, CA

AGENCY: Federal Aviation
Admimstration (FAA), DOT.
ACTION: Final rule; request for
comments.

SUMMARY: This action changes the
descriptions of one Additional Control
Area and five VOR Federal Airways m
the State of Califorma as necessitated
by the imminent name change of a
navigation aid.

DATES: Effective date-July 5, 1984.
Comments must be received on or

before August 6,1984.
ADDRESSES: Send comments on the rule
in triplicate to: Director, FAA, Western-
Pacific Region, Attention: Manager, Air
Traffic Division, Docket No. 84-AWA-
12, Federal Aviation Administration,
P.O. Box 92007 Worldway Postal
Center, Los Angeles, CA 90009.

The official docket may be examined
m the Rules Docket, weekdays, except
Federal holidays, between 8:30 a.m. and
5:00 p.m. The FAA Rules Docket is
located in the Office of the Cluef
Counsel, Room 916,800 independence
Avenue, SW., Washington, D.C.

An informal docket may also be
examined durng normal business hours
at the office of the Regional Air Traffic
Division.
FOR FURTHER INFORMATION CONTACT.
William C. Davis, Airspace and Air
Traffic Rules Branch (AAT-230),
Airspace-Rules and Aeronautical
Information Division, Air Traffic
Service, Federal Aviation
Administration, 800 Independence
Avenue, SW., Washington, D.C. 20591;
telephone: (202) 426-8783.
SUPPLEMENTARY INFORMATION:

Request for Comments on the Rule
Although this action is in the form of a

final rule that was not preceded by
notic' and public procedure, comments
are invited on the rule. When the
comment period ends, the FAA will use
the comments submitted, together with
other available information, to review
the regulation. After the review, if the
FAA finds that changes are appropriate,
it will initiate rulemaking proceedings to

amend the regulation. Comments that
provide the factual basis supporting the
views and suggestions presented are
particularly helpful in evaluating the
effects of the rule and determining
whether additional rulemaking Is
needed. Comments are specifically
invited on the overall regulatory.
aeronautical, economic. environmental,
and energy aspects of the rule that ught
suggest the need to modify the rule.

The Rule
The purpose of these amendments to

§ 71.123 and § 71.163 of Part 71 of the
Federal Aviation Regulations (14 CFR
Part 71) is to change the descriptions of
Control 1486, V-199, V-200, V-25. V-27
and V-494 to reflect the new name,
Mendocino. CA. which heretofore, was
referred to as Ukiah, CA. This action is
part of a system-wide effort to rename
each navigational aid that bears the
same name as the airport which it
serves, if the navigational aid is not
located on the airporL Sections 71.123
and 71.163 of Part 71 of the Federal
Aviation Regulations were republished
in Handbook 7400.6 dated January 3,
1984.

Without these amendments, the
descriptions of Control 1488. V-199. V-
200, V-25, V-27 and V-494 will contain
an erroneous reference to a navigational
aid after July 5,1984. The FAA,
therefore, concludes that there Is an
immediate need for a regulation.
Accordingly, I find that notice of public
procedure under 5 U.S.C. 553(b) is
contrary to the public interest and that
good cause exists for making this
amendment effective on July 5,193.
which is coincident with the
navigational aid name change.
List of Subjects in 14 CFR Part 71

VOR Federal Airways, Aviation
Safety.
Adoption of the Amendment

Accordingly, pursuant to the authority
delegated to me, § 71.123 and § 71.163 of
Part 71 of the Federal Aviation
Regulations (14 CFR Part 71) are
amended, effective 0901 GMT. July 5,
1984, as follows:
§ 71.123

V-199 [Amendcd]
By deleting the word "UMah" whercver it

appears and substituting the word
"Mendocino"
V-Z00 (Amendedl

By deleting the word "Ulkiah" and
substituting the word "Mendocino"
V-25 [Amended]

By deleting the word "'lkiah" and
substituting the word "Mendocino"

VL-27(ArncndcdJ
By deleting the word "Ulah" wherever it

appears and substituting the word
"Mendocino!'

V.494 [Amendedl
By deleting the word "Ukiah7 wherever it

appears and substituting the word
"Mendocino"
§ 71.163

Control 1463 [Amended]
By deleting the word "Ukiah7 and

substituting the word "Mendocino"
(Secs. 307(a) and 313(a), Federal Aviation Act
of 1938 (43 U.S.C. 13461a) and 1354[a}): (49
U.S.C. 1061g) (Reised. Pub. L 97-443. January
12.133)): and 14 CFR 11.3)

The FAA has determined that this
regulation only involves an established body
of technical regulations for which frequent
and routine amendmentb are neceszary to
keep them operationally cun-enL It.
therefore-41) is not a "major rule" under
Executive Order 12291; (2) is not a
"significant rule" under DOT Regulatory
Policies and Procedures (44 FR 11034;
February 28.1979)] and (3) does not warrant
preparation of a regulatory evaluation as the
anticipated impict is so mnimaL Since this is
a routine matter that will only affect air
traffic procedures and air navigation, it is
certified that this rule. will not have a
significant economic impact on a substantial
number of small entities under the criteria of
the Regulatory Flexibility Act.

Issued mn Washington. D.C.. on June 14.
1934.
Harold IV. Becker,
Acting Manager Airspace-Rules and
AeronouticalInformation Divisa.
[FR U= C5-i F--d C aM 43 am]
maiiiio CODE 4310-13-M

14 CFR Part 71

[Airspace Docket No. 84-ASW-17]

Revocation of Transition Area:
Cleveland, OK

AOENCY. Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This amendment will revoke
the transition area at Cleveland, OK.
The intended effect of the amendment is
to cancel controlled airspace for aircraft
executing a standard instrument
approach procedure (SLAP) to the
Cleveland Municipal Airport. This
amendment is necessary since the
sponsor of a proposed nondirectional
radio beacon (NDB) has advised the
facility will not be installed as planned,
thereby eliminating the need for a 700-
foot transition area at the Cleveland
Municipal Airport.
EFFECTIVE DATE: August 30.1984.
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FOR FURTHER INFORMATION CONTACT.
Kenneth L. Stephenson, Airspace and
Procedures Branch (ASW-535), Air
Traffic Division, Southwest Region,
Federal Aviation Administration, P.O.
Box 1689, Fort Worth, TX 76101,
telephone (817) 877-2630.
SUPPLEMENTARY INFORMATION:

History
On April 16, 1984, a notice of proposed

rulemaking was published in the Federal
Register (49 FR 14973] stating that the
Federal Aviation Administration
proposed to revoke the Cleveland, OK,
transition area. Interested persons were
invited to participate in this rulemaking
proceeding by submitting, written
comments on the proposal to the Federal
Aviation Administration. Comments
were received without objections.
Except for editorial changes, this
amendment is that proposed in the
notice.

List of Subjects in 14 CFR Part 71
Control zones, Transition areas,

Aviation safety.

Adoption of the Amendment
Accordingly, pursuant to the authority

delegated to me, by the Administrator,
Subpart G of Part 71, § 71.181, of the
Federal Aviation Regulations (14 CFR
Part 71] as republished in FAA Order
7400.6, Compilation of Regulations,
dated January 3, 1984, is amended,
effective 0901 GMT, August 30, 1984, as
follows:

Cleveland, OK [Revokedl
(Sec. 307(a), Federal Aviation Act of 1958. as
amended (49 U.S.C. 1348(a)); Sec. 6(c). 49
U.S.C. 106(g) (Revised, Pub. L. 97-449, January
12. 1983); and 14 CFR 11.61(c))

Note: The FAA has determined that this
regulation only involves an established body
of technical regulations for which frequent
and routine amendments are necessary to
keep them operationally current. It,
therefore-(I) is not a "major rule" under
Executive Order 12291; (2) is not a
"significant rule" under DOT Regulatory
Policies and Procedures (44 FR 11034;
February 26,1979); and (3) does not warrant
preparation of a regulatory evaluation as the
anticipated impact is so minimal. Since this is
a routine matter that will only affect air
traffic procedures and air navigation, it is
certified that this rule. when promulgated,
will not have a significant economic impact
on a substantial number of small entities
under the criteria of the Regulatory Flexibility
Act.

Issued in Fort Worth, TX, on June 12,1984.
F. E. Whitfield,
Acting Director, Southwest Region.
FR Doc. 84-16665 Filed 6-21-84: 8:45 aml

BILLING CODE 4910-13-M

14 CFR Part 71
[Docket No. 24116; Amdt. No. 1271]

Standard Instrument Approach
Procedures; Miscellaneous
Amendments

AGENCY: Federal Aviation
Administration (FAA], DOT.
ACTION: Final rule.

SUMMARY: This amendment establishes,
amends, suspends, or.revokes Standard
Instrument Approach Procedures
(SIAPs) for operations at certain
airports. These regulatory actions are
needed because of the adoption of new
or revised criteria, or because of
changes occurring in the National
Airspace System, such as the
commissioning of new navigational
facilities, addition of new obstacles, or
changes in.air traffic requirements
These changes are designed to provide
safe and efficient use of the-navigable
airspace and to promote safe flight
operations under instrument flight rules
at the affected airports.
DATES: An effective date for each SIAP
is specified m the amendatory
provisions.
ADDRESSES: Availability of matters
incorporated by reference in the
amendment is as follows:

For Examination-
1. FAA Rules Docket, FAA

Headquarters Building, 800
Independence Avenue, SW.,
Washington, D.C. 20591;

2. The FAA Regional Office of the
region in which the affected airport is
located; or

3. The Flight Inspection Field Office
which originated the SIAP

For Purchase-
Individual SIAP copies may be

obtained from:
1. FAA Public Inquiry Center (APA-

430), FAA Headquarters Building, 800
Independence Avenue, SW.,
Washington, D.C. 20591; or

2. The FAA Regional Office of the
region in which the affected airport is
located.

By Subscrption-
Copies of all SIAPs, mailed once

every 2 weeks, are for sale by the
Superintendant of Documents, U.S.
Government Printing Office,
Washington, D.C. 20402.
FOR FURTHER INFORMATION CONTACT:
Donald K. Funai, Flight Procedures
Standards Branch (AFO-230), Air
Transportation Division, Office of Flight
Operations, Federal Aviation
Administration, 800 Independence
Avenue, SW., Washington, D.C. 20591;
telephone (202) 426-8277

SUPPLEMENTARY INFORMATION: This
amendment to Part 97 of the Federal
Aviation Regulations (14 CFR Part 97)
prescribes new, amended, suspended, or
revoked Standard Instrument Approach
Procedures (SIAPs). The cQmplete
regulatory description of each SIAP Is
contained in offical FAA form
documents which are incorporated by
reference in this amendment under 5
U.S.C. 552(a), 1 CFR Part 51, and § 97.20
of the Federal Aviation Regulations
(FARs). The applicable FAA Forms are
identified as FAA Forms 8260-3, 8260-4
and 8260-5. Materials incorporated by
reference are available for examination'
or purchase as stated above.

The large number of SlAPs, their
complex nature, and the need for a
special format make their verbatim
publication in the Federal Register
expensive and impractical. Further,
airmen do not use the regulatory text of
the SIAPs, but refer to their graphic
depiction on charts printed by
publishers of aeronautical materials.
Thus, the advantages of incorporation
by reference are realized and
publication of the complete description
of each SIAP contained in FAA form
document is unnecessary, The
provisions of this amendment state the
affected CFR (and FAR) sections, with
the types and effective dates of the
SIAPs. This amendment also identifies
the airport, its location, the procedure
identification and the amendment
number.

This amendment to Part 97 is effective
on the date of publication and contains
separate SlAPs which have compliance
dates stated as effective dates based on
related changes in the National
Airspace System or the application of
new or revised criteria. Some SlAP
amendments may have been previously
issued by the FAA in a National Flight
Data Center (FDC) Notice to Airmen
(NOTAM) as an emergency action of
immediate flight safety relating directly
to published aeronautical charts, The
circumstances which created the need
for some SIAP amendments may require
making them effective in less than 30
days. For the remaining SIAPs, an
effective date at least 30 days after
publication is provided.

Further, the SIAPs contained in this
amendment are based on the criteria
contained in the U.S. Standard for
Terminal Instrument Approach
Procedures (TERPs). In developing these
SIAPs, the TERPS criteria were applied
to the conditions existing or anticipated
at the affected airports. Because of the
close and immediate relationship
between these SIAPs and safety in air
commerce, I find that notice and public
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procedure before adopting these SIAPs
is unnecessary impracticable, and
contrary to the public interest and.
where applicable, that good cause exists
for making some SlAPs effective in less
than 30 days.
List of-Subjects m 14 CFR Part 97

Approaches-Standard Instrument.
Aviation safety.

Adoption of the Amendment
Accordingly, pursuant to the authority

delegated to me, Part 97 of the Federal
Aviation Regulations (14 CFR Part 97) is
amended by establishing, amending,
suspending, or revoking Standard
Instrument Approach Procedures,
effective at 0901 G.M.T. on the dates
specified, as follows:

1. By Amending § 97.23 VOR. VORI
DME, VOR or TACAN, and VOR/DME
or TACAN SlAPs identified as follows:

Effective August30, 1984
Honolulu, HI-Honolulu Intl, VOR or

TACAN-A. Orig.
Honolulu. HI-Honolulu Intl. VOR or TACAN

RWY 4R. Orig.
Honolulu. HI-Honolulu ntl, VOR or TACAN

RWY 8R. Ong.
Honolulu, HI-Honolulu Intl. VOR or TACAN

RWY 8R, Amdt 4. Cancelled
Honolulu, HI-Honolulu Intl, VOR or TACAN

RWY 8L. Amdt. 17, Cancelled
Lanai City. HI--Lanai, VOR or TACAN-A.

Amdt. 5
Lanai City, HI-Lanai, VOR or TACAN RWY

3. AmdL 1
Kaunakak.ai, MolokaL HI---Moloka. VOR or

TACAN-A. Amdt. 9
.New Lexington, OH-Perry County, VORI

DUE RWY 2M, Orig.
* Effective August 2, 1984

Flagstaff, AZ-Pulllam. VOR/DME RWVY 21.
Amdt 1, Cancelled

E Dorado, AR--Goodwm Field. VOR/DME 1
RVY4, Ong.

El Dorado. AR-Goodwin Field, VOR/DME
RWY 22. Ong.

Watsonville, CA-Watsonville Mum, VOR/
DME-A. Orig.

Clinton. IA-Clinton Mum. VOR RWY 3,
Amdt. 11

Clinton, IA-Clinton Mum, VOR/DME RWY
21. Amdt. 6.

Neodesha, KS-Neodesha Mum. VOR RWY
2. AmdL 1

Cabool. MO-Cabool Memonal. VOR/DME
RWY 21. Amdt. i

Goldsboro. NC-Goldsboro-Wayne Mum.
VOR/DME-A Amdt. 3

Goldsboro, NC-Goldsboro-Wayne Muui.
VOR-B, AmxdL 2

Mohall, ND-Mohall Mum. VOR/DME RWY
31. Amdt. 1

Oklahoma City. OK-Sundance Airpark.
VOR RWY 17. Ong.

Poteau, OK-Robert S. Kerr, VOR/DME
RWY 36. Amdt. 2

Portland. OR-Portland Intl. VOR-A. Amdt. 7
Block Island. RI-Block Island State. VOR-A.

Amdt. 3. Cancelled

Block Island, RI-Block Island State, VOR/
DME RVY 10. Org.

Block Island. RI-Block Island State, VOR
RWY 28, Ong.

Clarksville. TN-Outlaw Field. VOR RWY 34,
Amdt. 13

Waco. TX-Waco-Madison Cooper. VOR
RIVY 14, AmdL 19

Waco. TX-WacoMadison Cooper. VOR/
DME RWY 32, Amdt. 11

Effective July 5. 1984

Amarillo, TX-Amarillo Intl. VOR RWY 22
Amdlt. 24

Effective Aay 30, 1984

Columbus. MS-Columbus-Lowndces County.
VOR-A. Amdt. 10

The FAA published an Amendment in
Docket No. 24075, Amdt. No. 1269 to Part
97 of the Federal Aviation Regulations
(VOL 49 FR No. 103 Page 22071; dated
Friday, May 25,1984) under Section
97.23 effective July 5,1984, which is
hereby amended as follows:
Mansfield. MA-ManBfield Muni. VOR-A.

Amdt. 12
Cancellation is rescinded and VOR-A. Amdt.

12 remains in effect.

Marshfield MA-Marshfield. VOR-A. AmdL
4

Cancellation is rescinded and VOR-A. Amdt.
4 remains in effect.

Norwood. MA-Norwood Memorial VOR
RWY 35, AmdL 5

Cancellation is rescinded and VOR RWY 35,
Amdt. 5 remains in effect.

Plymouth. MA-Plymouth Muni. VOR RWY
15, Amdt. 2

Cancellation is rescinded and VOR RWY 15.
Amdt. 2 remains In effect.

Taunton. A-Taunton Muni. VOR-A.
Amdt. 6

Cancellation is rescinded and VOR-A. Amdt.
6 remains in effect.

2. By amending § 97.25 LOC, LOC
DME, IDA, LDA/DME, SDF, and SDF/
DME SIAPs identifltd as follows:

Effective August 30, 1984
Honolulu. HI-Honolulu IntL LDA/DME

RWY 26L. Amdt. 2
*Effective August Z 19

El Dorado. AR-Goodwin Field. LOC RWY
22 AmdL 3

Springdale. AR-Springdale Muni. LOC RWY
18, AmdL 2

Clinton, IA-Clinton Muni, LOC RWY 3.
Andt. 3

Beverly, MA-Beverly Muni, LOC RWY 10.
Amdt. 1

Columbia, MO-Columbia Regional, LOC BC
RIVY 20. Amdt. 8

El Paso, TX-El Paso Intl. LOC BC RWY 4.
Amdt. 5

Ashland. VA-Hanover County Muni. SDF
RWY 16, Amdt. 1

Effective July 5, 1934
Westerly, RI-Westerly State. LOC RWY 7.

Amdt. 2
Amarillo. TX-Amarillo Intl. LOC BC RWY

22 Amdt. 15

3. By amending § 97.27 NDB and NDBI
DME SIAPs identified as follows:.

Effective A Uust 30.1984
Honolulu. HI-Honolulu Intl. NDB RWY 8.,

Amdt. 15

Effective August 2. 1934
Homerville. GA-Homerville, NDB RWY 14.

Ong.
Clinton. IA-Clinton Muni. NDB RWVY 14,

Amdt.1
Clinton. IA-Clinton Muni. NDB RWY 3,

Amdt. 3
Fort Scott. KS-Fort Scott Mum. NDB RVWY

17, Amdt. 7
Warroad. MN.-Warroad Intl-Swede Carlson

Field. NDB RWY 31. Amdt. 2
Cobool. MO--Cabool Memorial, NDB RWY i.

Amdt.1
Cabool. MO--Cabool Memonal. NDB RWY

2i.Amdt.1
Goldsboro. NC-Coldsboro-Wayne Mun.
NDB RWY 22. Amdt. 2

Wilson. NC-Wlson Muni, NDB RIWY 3.
Amdt. 4

Moball, ND--Mohall Mni NDB RWY 31,
Ong.

Middletown. OH-Hook Field Mum. NDB
RVY 5, AmdL 10. Cancelled

Middletown. OH-Hook Field Mum. NDB-A.
Orig.

Frederick. OK-Fredenck Muni. NDB RWY
17. Amdt. 1. Cancelled

Frederick. OK-Frederick Muni. NDB RWY
35. Ong.

Pendleton. OR-Pendleton Muni. NDB:A
Amdt.6

Philadelphia. PA-Philadelphia Intl, NDB
RWY 27L AmdtL 5

Pittsburgh. PA-Allegheny County. NDB
RIVY 10, AmdL 6, Cancelled

Center. TX--Center MunL NDB RWY 14.
Ong.. Cancelled

Ashland. VA-Hano%er County Mum. NDB
RWIY 16. Ong.

Newport News. VA-Patrick Henry Intl. NDB
RWY 2. AmdL 2

Nevport News. VA-Patnrck Henry Intl. NDB
RWY 7, Amdt. 1

Newport News, VA-Patnck Henry Intl. NDB
RWY 20. Amdt. 1

Newport News. VA-Patnck Henry Intl. NDB
RWY 25. Amdt. 1

Effective liyS. 1984
Amarillo. TX-Amarillo Intl, NDB RIWY4.

Amdt. 15
Effective June 11, 1934

Blytheville. AR--Blythevfle Mum. NDB-A.
AmdL 3

- EffectiveJune 7. 1934

Newark. NJ--Newark Intl. NDB RWY 4R.
AmdL 3

Newark. NJ--Newark Intl. NDB RWY 41.
Amdt. 7

Teterboro. NJ-Teterboro. NDB RWY 8,
Amdt. 18

4. By amending § 97.29 US ILSJDME.
ISMLS. MLS. M S/DME and MISI
RNAV SIAPs identified as follows:
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Effective August 30,1984
Honolulu, HI-Honolulu Intl, ILS RWY 4R,

Amdt. 8
Honolulu, HI-Honolulu Intl, ILS RWY 8L,

Arndt. 17

Effective August 2, 1984
Sarasota/Bradenton, FL-Sarasota-

Bradenton, ILS RWY 14, Ong.
Pendleton, OR-Pendleton Muni, ILS RWY

25, Amdt. 22
Chattanooga, TN-Lovell Field, ILS RWY 20,

Amdt. 33
Temple, TX-Draughon-Miller Muni, ILS

RWY 15, Amdt. 7
Effective July 5,1984

Lihue, HI-Lihue,JLS RWY 35, Ong.
Amarillo, TX-Amarillo Intl, ILS RWY 4,

Amdt. 19

Effective June 7, 1984
Newark, NJ-Newark Intl, ILS RWY 4R,

Arndt. 4
Newark, NJ-Newark Intl, ILS RWY 4L,

Amdt. 7
Teterboro, NJ-Teterboro, ILS RWY 6, Amdt.

24

5. By amending Part 97.31 RADAR
SLAPS identified as follows:

Effective August 2,1984
Fort Huachuca, AZ-Libby AAF/Sierra Vista

Muni, RADAR-i, Amdt. 2
Eugene, OR-Mahlon Sweet Field, RADAR-I,

0ng., Cancelled
Philadelphia, PA-Philadelphi Intl, RADAR-

1, Amdt. 17
Waco, TX-Waco-Madison Cooper. RADAR-

1, Amdt. 1
* Effective July 5, 1984

Amarillo, TX-Amarillo Intl, RADAR-l,
Arndt. 14
6. By amending § 97.33 RNAV SLAPs

identified as follows:

Effective August 2. 1984
Perryville, MO-Perryville Muni, RNAV

RWY 19, Amdt. 1
Charlotte, NC-Charlotte/Douglas Inll,

RNAV RWY 23, Amdt. 2, Cancelled
Oklahoma City, OK-Sundance Airpark,

RNAV RWY 35, Ong.
Philadelphia, PA-Philadelphia Intl, RNAV

RWY 17, Amdt. 4
(Secs, 307, 313(a), 601, and 1110, Federal
Aviation Act of 1958 (49 U.S.C. 1348,1354(a]
1421, and 1510); 49 U.S.C. 106(g) (Revised,
Pub. L. 97-449, January 12,1983); and 14 CFR
11.49(b)(3)).

Note.-The FAA has determined that this
regulation only involves an established body
of technical regulations for which frequent
and routine amendments are necessary to
keep them operationally current. It,
therefore-(l) is not a "major rule" under
Executive Order 12291; (2) is not a
"significant rule" under DOT Regulatory
Policies and Procedures (44 FR 11034;
February 26,1979); and (3) does not warrant
preparation of a regulatory evaluation as the
anticipated impact is so minimal. For the
same reason, the FAA certifies that this
amendment will not have a significant

economic impact on a substantial number of
small entities under the criteria of the
Regulatory Flexiblity Act.

Issued m Washington, D.C. on June 15,
1984.

Note.-The incorporation by reference in
the preceding document was approved by the
Director of the Federal Register on December
31, 1980, and reapproved as of January 1,
1982.

Kenneth S. Hunt,
Director of Flight Operations.
[FR Doc. 84-16870 Filea 6-21-84; 8:45 am]
BILLING CODE 4910-13-M

FEDERAL TRADE COMMISSION

16 CFR Part 13

[Dkt C-31351

Adria Laboratories, Inc., Prohibited
Trade Practices and Affirmative
Corrective Actions

AGENCY: Federal Trade Commisson.
ACTION: Consent Order.

SUMMARY: In settlement of alleged
violations of federal law prohibiting
unfair acts and practices and unfair
methods of competition, this consent
order requires a Dublin, Ohio
manufacturer and seller of over-the
counter drugs, among other things, to
cease promoting "Efficin," or any other
over-the counter internal analgesic
containing magnesium salicylate, by
representing that the product contains
no aspirin, or by comparing the
product's safety to any product
containing aspirin, unless
representations are accompanied by
prescribed disclosure warnings and
substantiated by reliable and competent
scientific evidence.
DATE: Complaint andd Order issued June
5, 1984.1
FOR FURTHER INFORMATION CONTACT.
FTC/PA, T. Bringier McConnell,
Washington, DC 20580, (202) 724-1098.
SUPPLEMENTARY INFORMATION: On
Wednesday, March 28, 1984, there was
published in Federal Register, 49 FR
11843, a proposed consent agreement
with analysis In the Matter of Adria
Laboratories, Inc., for'the purpose of
soliciting public comment. Interested
parties were given sixty (60) days in
which to submit comments, suggestions
or objections regarding the proposed
form of order.

No comments having been received,
the Commission has ordered the
issuance of the complaint in the form
contemplated by the agreement, made

I Copies of the Complaint and the Decision and
Order filed with the original document.

its jurisdictional findings and entered Its
order to cease and desist, as set forth In
the proposed consent agreement, in
disposition of this proceeding,

The prohibited trade practices and/or
corrective actions, as codified under 10
CFR Part 13, are as follows: Subpart-
Advertising falsely or Misleadingly:
§ 13.10 Advertising falsely or
misleadingly; § 13.20 Comparative data
or merits; § 13.20-20 Competitors'
products; § 13.45 Content; § 13.135
Nature of product or service, § 13.195
Safety; § 13.195-60 Product; § 13,205
Scientific or other relevant facts.
Subpart--Corrective Actions and/or
Requirements; § 13.533 Corrective
actions and/or requirements § 13.533-20
Disclosures; § 13.533-45 Maintain
records; § 13.533-45(a) Advertising
substantiation. Subpart-
Misrepresenting Oneself and Goods-
Goods: § 13.1575 Comparative data or
merits; § 13.1605 Content; § 13.1605
Nature; § 13.1740 Scientific or other
relevant facts. Subpart-Neglecting,
Unfairly or Deceptively, To Make
Material Disclosure: § 13.1850 Content;
§ 13.1870 Nature; § 13.1890 Safety;
§ 13.1895 Scientific or other relevant
facts.

List of Subjects in 16 CFR Part 13
Over-the-counter drugs, Trade

practices.

(Sec. 6, 38 Stat.721; 15 U.S.C. 40. Interprets or
applies sec. 5, 38 Stat. 719, as amended; 15
U.S.C. 45, 52)
Emily H. Rock,
Secretary.
[FR Doe. 84-18673 Filed 6-21-84: 8:45 am]
BILLING CODE 6750-01-M

DEPARTMENT OF HEALTH AND

HUMAN SERVICES

Food and Drug Administration

21 CFR Part 177

[Docket No. 82F-0315]

Indirect Food Additives; Polymers

AGENCY: Food and Drug Administration,
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
food additive regulations to provide for
the safe use of terephthalic acid as an
alternative reactant in the manufacture
of ethylene-1,4-cyclohexylene
dimethylene terephthalate copolymer
intended for use in contact with food.
This action responds to a petition filed
by Eastman Kodak Co., Eastman
Chemicals Division.
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DATES: Effective June 22,1984;
objections by July 23, 1984.
ADDRESS: Written objections to the
Dockets Management Branch (HFA-
305), Food and Drug Administration, Rm.
4-62, 5600 Fishers Lane, Rockville, MD
20857
FOR FURTHER INFORMATION CONTACT.
Vir Anand, Center for Food Safety and
Applied Nutrition (HFF-334), Food and
Drug Administration, 200 C Street SW.,
Washington, DC 20204, 202-472-5690.
SUPPLEMENTARY INFORMATION: In a
notice published in the Federal Register
of October 29,1982 (47 FR 49092), FDA
announced that a petition (FAP 2133667)
had been filed by Eastman Kodak Co.,
Eastman Chemicals Division, Kingsport,
TN 37662, proposing that the food
additive regulations be amended to
provide for the safe use of terephthalic
acid as an alternative diacid moiety for
dimethyl terephthalate as a reactant in
the manufacture of ethylene-1,4-
cyclohexylene dimethylene
terephthalate copolymer intended for
use in contact with food.

FDA has evaluated data in the
petition and other relevant material and
concludes that the proposed food
additive use is safe and that the
regulations should be amended as set
forth below.

In accordance with § 171.1(h) (21 CFR
171.1(h)), the petition and the documents
that FDA considered and relied upon in
reaching its decision to approve the
petition are available for inspection at
the Bureau of Foods (address above) by
appointment with the information
contact person listed above. As
provided in 21 CFR 171.1(h)(2), the
agency will delete from the documents
any materials that arq not available for
public disclosure before making the
documents available for inspection.

The agency has carefully considered
the potential environmental effects of
this action and has concluded that the
action will not have a significant impact
on the human environment and that an
environmental impact statement is not
required. The Agency's finding of no
significant impact and the evidence
supporting that finding may be seen in
the Dockets Management Branch
(address above), between 9 a.m. and 4
p.m., Monday through Friday.

List of Subjects in 21 CFR Part 177
Food additives, Polymeric food

packaging.

PART 177-INDIRECT FOOD
ADDITIVES: POLYMERS

Therefore, under the Federal Food.
Drug, and Cosmetic Act (secs. 201(s),

409, 72 Stat. 1784-1788 (21 U.S.C. 321(s),
348)) and under authority delegated to
the Cominussioner of Food and Drugs (21
CFR 5.10) and redelegated to the
Director of the Bureau of Foods (21 CFR
5.61). Part 177 is amended in § 177.1315
by revising paragraph (a) and by
revising items 1, 2. and 3 under the
heading "Ethylene-1,4-cyclohexylene
dimethylene terephthalate copolymers"
in the table in paragraph (b), to read as
follows

§ 177.1315 Ethylene-1,4-cyclohexylene
dimethylene terephithalate copolymers.

(a) Identity. For the purposes of this
section, ethylene-l,4-cyclohexylene
dimethylene terephthalate copolymers
(1.4-benzene dicarboxylic acid, dimethyl
ester, polymenzed with 1.4-
cyclohexanedimethanol and 1,2-
ethanediol) (CAS Reg. No. 2540-14-6)
or (1,4-benzenedicarboxylic acid,
polymenzed with 1.4-
cyclohexanedimethanol and 1,2-
ethanediol) (CAS Reg. No. 25038-91-9)
are basic copolymers meeting the
specifications prescribed in paragraph
(b) of this section, to which may have
been added certain optional substances
required in their production or added to
impart desired physical or technical
properties.

cc'-r- o
Ethylene-l.4-cyclohexylene d mettrylene terephifhlate copolTers tnrwn tcc,- e Te1 ftr c.w= Z-4 Ccr-r= o use

rrrTars of 5te *

f",e CCt7.t cIf

1. Non-onented ethylene-I.4-ci.cohexniene .-nettytene terephthalate copalrmrer Is
the reaction product of d.melthyl terephthalate or terephthUac acid w'th a mature
contaiing 99 to 66 mole percent of ethylene gt'cot and 1 to 34 mole percent of
1.4-cydohexane-dteiethano (70 percent trans somer. 30 percent cs tsorner).

2. Non-onented ethylene-1.4-cyc!ohex)yene drnettijene terephthalate copotyrner Is
the reaction product of crnethytl terephthaate or temphfthac acid vth a fxture
containgm 69±3 mole percent of etyene gO'cot and 31d:3 mote percent of 1.4-
cyclohexane-cfmethanol (70 percent trans omer. 30 percent as Isomer).

3. Onanted ethilene-l,4-ccohexlene dterynethene terephthatate copoT ner is the
reaction product of cdrnethyt terephthalte or terephthar acid with a mntduro
contaning 99 to.85 mole percent etrlene gorcot and 1 to 15 rroe percent of
1.4-clycohexane-cnethanol (70 percent &ans somer. 30 percent cs lsomer).

Any person who will be adversely
affected by the foregoing regulation may
at any time on or before July 23,1984,
submit to the Dockets Management
Branch (address above) written
objections thereto and may make a
written request for a public hearing on
the stated objections. Each objection
shall be separately numbered and each
numbered objection shall specify with
particularity the provision of the
regulation to which objection is made.
Each numbered objection on which a

hearing is requested shall specifically so
state; failure to request a hearing for any
particular objection shall constitute a
waiver of the right to a hearing on that
objection. Each numbered objection for
which a hearing is requested shall
include a detailed description and
analysis of the specific factual
information intended to be presented in
support of the objection in the event that
a hearing is held; failure to include such
a description and analysis for any
particular objection shall constitute a

waiver of the right to a hearing on the
objection. Three copies of all documents
shall be submitted and shall be
identified with the docket number found
in brackets in the heading of this
regulation. Received objections may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

Effective date. This regulation
becomes effective June 22,1984.

(Secs. 201(s). 409.72 Stat. 1784-1788 as
amended (21 U.S.C.) 321(s). 348))
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Dated: June 14,1984.
Sanford A. Miller,
Director, Center forFood Safety andApplied
Nutrition.
[FIR Doec. 84-16059 Filed 6-21-84: .45 am)
13LUNG CODE 4160-01-M

21 CFR Part 178

[Docket No. 83F-0224]

Indirect Food Additives; Adjuvants,
Production Aids, and Sanitizers;
Antioxidants and/or Stabilizers for
Polymers

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
food additive regulations to provide for
the safe use of tris(2,4-di-tert-
butylphenyl)phosphite as an antioxidant
and/or stabilizer In certain polymers in
contact with food. This action responds
to a petition filed by the Ciba-Geigy
Corp.
DATES: Effective June 22, 1984;
objections by July 23, 1984.
ADDRESS: Written objections to the
Dockets Management Branch (HFA-
305), Food and Drug Admimstration, Rn.
4-62, 5600 Fishers Lane, Rockville, MD
20857
FOR FURTHER INFORMATION CONTACT.
Geraldine E. Hams, Center for Food
Safety and Applied Nutrition (HFF-334),
Food and Drug Administration, 200 C
Street SW., Washington, DC 20204, 202-
472-5690.

SUPPLEMENTARY INFORMATION: In a
notice published in the Federal Register
of July 29, 1983 (48 FR 34513), FDA
announced that a petition (FAP 3B3725)
had been filed by the Ciba-Geigy Corp.,
Hawthorne, NY 20532, proposing that 21
CFR Parts 177 and 178 be amended to
provide for the safe use of tfis(2,4-di-
tert-butylphenyl)phosphite as a
component of food-packaging polymers.

FDA has evaluated data in the
petition and other relevant material, and
concludes that the proposed food
additive is safe for expanded uses as an
antioxidant/stabilizer and that
§ 178.2010 should be amended as set
forth below.

It is not necessary to amend Part 177
to provide for these new uses, because
their listing in § 178.2010 permits the use
of tris(2,4-di-tert-butylphenyl)phosphite
in the sections which are referenced.

In accordance with § 171.1(h) (21 CFR
171.1(h)), the petition and the documents
that FDA considered and relied upon in
reaching its decision to approve the
petition are available for inspection at

the Center for Food Safety and Applied
Nutrition (address above) by
appointment with the information
contact person listed above. As
provided m § 171.1(h)(2), the agency will
delete from the documents any materials
that are not available for public
disclosure before making the documents
available for inspection.

The agency has carefully considered
the potential environmental effects of
this action and has concluded that the
action will not have a significant impact
on the human environment and that an
environmental impact statement
therefore will not be prepared. The
agency's finding of no significant impact
and the evidence supporting this finding
may be seen in the Dockets
Management Branch (address above),
between 9 a.m. and 4 p.m., Monday
through Friday.

List of Subjects in 21 CFR Part 178

Food additives, Food packaging,
Sanitizing solutions.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201(s),
409, 72 Stat. 1784--1788 as amended (21
U.S.C. 321(s), 348)) and under authority
delegated to the Commissioner of Food
and Drugs (21 CFR 5.10) and redelegateld
to the Center for Food Safety and
Applied Nutrition (21 CFR 5.61), Part 178
is amended in § 178.2010(b) for the item
"Tris(2,4-di-tert-butylphenylphosphite"
by revising under "Limitations" items 1
and 4 and adding new items 9 and 10 to
read as follows:

PART 178-INDIRECT FOOD
ADDITIVES: ADJUVANTS,
PRODUCTION AIDS, AND SANITIZERS

§178.2010 Antloxldants and/or stabilizers
for polymers.

(b)***

Substances Umitations

Trs(2.4-d-ted-
butyIpheny)
phosphite (CAS
Reg. No. 31570-
04-4).

For use only.
1. At levels not to exceed 0.5 per.

cent by weight of elastomers used
in rubber articles complying with
§ 177.2600 of this chapter.

4. At levels not to exceeds 0.2 per-
cent by weight of polystyrene and
rubber-modifibd polystyrene poly-
mers complying with § 177.1640 of
this chapter. Providedthat the fin.
Ished polymer contacts food only
under conditions of use B, C, D,
E. F. G. and H described in table
2 of § 176.170(c) of this chapter.

9. At levels not to exceed 0.5 per-
cent by weght of acrylic and
modified acrl~ic plastics. semirig~d
and ngid, complying with
§ 177.1010 of this chapter.

Substances Umiatons

10. At levels not to exceed 01 pot-
cent by weight of Isobutylono PO "
mers complying with 1 177.14,0 of
this chapter.

Any person who will be adversely
affected by the foregoing regulation may
at any time on or before July 23,1984,
submit to the Dockets Management
Branch (address above), written
objections thereto and may make a
written request for a public hearing on
the stated objections. Each objection
shall be separately numbered and each
numbered objection shall specify with
particularity the provision of the
regulation to which objection Is made.
Each numbered objection on which a
hearing is requested shall specifically so
state; failure to request a hearing for any
particular objection shall constitute a
waiver of the right to'a hearing on that
objection. Each numbered objection for
which a hearing is requested shall
include a detailed description and
analysis of the specific factual
information intended to be presented In
support of the objection in the even that
a hearing is held; failure to include such
a description and analysis for any
particular objection shall constitute a
waiver of the right to a hearing on the
objection. Three copies of all documents
shall be submitted and shall be
identified with the docket number found
in brackets in the heading of this
regulation:Received objections may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

Effective date. This regulation Is
effective June 22, 1984.
(Secs. 201(s), 409, 72 Stat. 1784-1788 as
amended 21 U.S.C. 321(s), 348)

Dated: June 13, 1984.
Sanford A. Miller,
Director, Center forFoodSafety andApplled
Nutrition.
[FR Dec. 64-160_0 Filed 6-21-4: 8:4S am]

BILUNG CODE 4160-01-M

21 CFR Part 178

[Docket No. 82N-03421

Indirect Food Additives: Adjuvants,
Production Aids, and Sanitizers;
Colorants for Polymers; Reopening o,
Comment Period

AGENCY: Food and Drug Administration,
HHS.
ACTION: Final rule; reopening of
comment period.

SUMMARY: The Food and Drug
Administration (FDA) is reopening the

25630



Federal Register / Vol. 49, No. 122 / Friday, June 22, 1984 / Rules and Regulations

period for submitting comments on its
food additive regulation that established
a category called "colorants for
polymers" for coloring agents used in
polymeric food-contact materials. FDA
is granting this reopening of the
comment period in response to a
request.
DATE: Comments by July 23,1984.
ADDRESS: Written comments to the
Dockets Management Branch (HFA-
305), Food and Drug Admimstration, Rm.
4-62, 5600 Fishers Lane, Rockville, MD
20857

FOR FURTHER INFORMATION CONTACT
Mary W. Lipien, Center for Food Safety
and Applied Nutrition (formerly Bureau
of Foods) (HFF-334), Food and Drug
Admimstration, 200 C St. SW.,
Washington, D.C. 20204, 202-472-5740.
SUPPLEMENTARY INFORMATION: In the
Federal Register of June 6,1972 (37 FR
11255), FDA published a proposed
regulation entitled "Colorants for
plastics" that would establish a section
in the Code of Federal Regulations for
coloring agents used in plastics intended
for food-contact use. In the Federal
Register of October 14, 1983 (48 FR
46773), FDA published a final rule that
established § 178.3297 Colorants for
polymers (21 CFR 178.3297]. (See that
document for discussion of the issue.)

Because considerable time had
elapsed between the 1972 proposal and
publication of the final rule, the agency
provided a 30-day period for interested
persons to comment on any aspect of
the final rule. The agency stated that it
would consider making revisions to the
final regulation based upon comments
received.

FDA has received a request from the
Dry Color Manufacturers' Association to
extend the comment period. The
Association argued that the 30-day
comment period did not allow its
members sufficient time to review the
rule adequately, because there have
been a number ;f changes during the 11-
year time period between the proposal
and the final regulation in the various
regulations and in the organizations and
concerns of the parties involved in the
regulatory process. The request is on file
with te Dockets Management Branch
(address above).

FDA has evaluated the request, and
concludes that it is appropriate to
reopen the comment period. The agency
believes that information, such as the
Association may submit, will be helpful
and it wishes to ensure that other
interested parties have the opportunity
fo comment on this final rule. Therefore,
FDA is reopening the comment period to
July 23,1984.

List of Subjects in 21 CFR Part 178
Food additives; Food packaging;

Sanitizing solutions.
Interested persons may, on or before

July 23,1984, submit to the Dockets
Management Branch (address above)
written comments regarding this final
rule. Two copies of any comments are to
be submitted, except that individuals
may submit one copy. Comments are to
be identified with the docket number
found in brackets in the heading of this
document. Received comments may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

Dated: June 15, 1984.
William F. Randolph,
Acting Associate Commissioner for
RegulatoryAffairs.
[FR M. M4-10cr3 FkS I-21-f 8:45 a--
BILWNG CODE 41041-M

DEPARTMENT OF TRANSPORTATION

Coast Guard

33 CFR Part 100

ECGD2 84-11]

Special Local Regulation;, Freedom
Festival's Thunder on the Ohio

AGENCY: Coast Guard. DOT.
ACTION: Final rule.

SUMMARY: Special local regulations are
being adopted for Miles 792.0 to 793.0.
Ohio River.

Marine events will be held on June 29.
30, and July 1,1984, at Evansville,
Indiana. These special local regulations
are needed to provide for the safety of
life and property on navigable waters
during the events.
EFFECTIVE DATES: These regulations will
be effective on June 29, 30, and July 1.
1984.
FOR FURTHER INFORMATION CONTACT.
Cdr. R. B. Bower, Chief, Boating
Technical Branch, Second Coast Guard
District, 1430 Olive St., St. Louis, MO
63103 (314) 425-5971.
SUPPLEMENTARY INFORMATION: These
special local regulations are issued
pursuant to 33 U.S.C. 1233 and 33 CFR
100.35, for the purpose of promoting the
safety of life and property on the Ohio
River between miles 792.0 and 793.0
during the "Freedom Festival's Thunder
on the Ohio" June 29, 30 and July 1.
1984. These events will consist of
Unlimited Hydroplane Boat Races which
could pose hazards to navigation in the
area.

Therefore, these special local
regulations are deemed necessary for

the promotion of safety of life and
property in the area during tlus event. A
notice of proposed rule making has not
been published for these regulations and
they are being made effective less than
30 days from the date of publication.
Following normal rule making
procedures would have been
impracticable. The necessity of
establishing special local regulations for
this event did not become apparent until
June 6.1984, and there was Insufficient
time remaining to publish proposed rules
in advance of the event, or to provide for
a delayed effective date.

These regulations have been reviewed
under the provisions of Executive Order
12291 and have been determined not to
be a major rule. This conclusion follows
from the fact that the durtion of the
regulated area is shorL In addition.
these regulations are considered to be
nonsignificant In accordance with
guidelines set forth in the Policies and
Procedures for SImplification. Analysis.
and Review of Regulations (DOT Order
2100.5 of 5-22-80). An economic
evaluation has not been conducted
since, for the reasons discused above,
Its Impact ls expected to be minimal. In
accordance with the Regulatory
Flexibility Act (5 U.SC. e01 et seq.), it is
also certified that these rules will not
have a significant economic Impact on a
substantial number of small entities.
This rule Is necessary to insure the
protection of life and property in the
area during the event

Drafting Information

The drafters of this regulation are
BMCM I. L. Glessman. USCGR. Project
Officer, Boating Technical Branch, and
LT. R. E Kilroy, USCG. Project Attorney,
Second Coast Guard District Legal
Office.
List of Subjects In 33 CFR Part 100

Marine Safety, Navigation (water).

Final Regulations

PART 100-[AMENDED]

In consideration of the foregoing. Part
100 of Title 33, Code of Federal
Regulations, is amended by adding a
temporary § 100.35--0210 to read as
follows:

§ 100.35-0210 OHIO RIVER, miles 792.0
through 793.0.

(a) Regulated Area. The area between
Mile 792.0 and 793.0 Ohio River is
designated the regatta area, and may be
closed to commercial navigation or
mooring during the follownng dates and
(local) times:
June 29, 9"00 a.m. to 6:00 p.m.
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June 30, 9:00 a.m. to 6:00 p.m.
July 1, 9:00 a.m. to 6:00 p.m.

The above times represent a guideline
-for possible intermittent river closures
not to exceed THREE (3) hours in
duration each. Mariners will be afforded
enough time between such closure
periods to transit the area in a timely
manner.

(b) Special Local Regulations. Vessels
desiring to transit the restricted area
may do so only with prior approval of
the Patrol Commander and when so
directed by that officer. Vessels will be
operated at a no wake speed to reduce
the wake to a nuimum and in a manner
which will not endanger participants in
the event or any other craft. The rules
contained in the above two sentences
shall not apply to participants in the
event or vessels of the patrol, while they
are operating in the performance of their
assigned duties.

(1] The Patrol Commander may be
reached on Channel 16 (156.8MHZ)
when required, by the call sign "Coast
Guard Patrol Commander"

(c) A successibn of sharp, short
signals by whistle or horn from vessels
patrolling the areas under the direction
of the U.S. Coast Guard Patrol
Commander shall serve as a signal to
stop. Vessels so signalled shall stop and
shall comply with the orders of the
Patrol Vessel. Failure to do so may
result in expulsion from the area,
citation for failure to comply, or both.

(d) The Patrol Commander may
establish vessel size and speed
limitations and operating conditions.

(e) The Patrol Commander may
restrict vessel operation withn the
marine event area to vessels having
particular operating characteristics.

(f) The Patrol Commander may
terminate the marine event or the
operation of any vessel at any time it is
deemed necessary for the protection of
life and property.

(g) This § 100.35-0210 will be effective
nn the following dates and times;
June 29, 9:00a.m. to 6:00 p.m.
June 30, 9:00 a.m. to 6:00 p.m.
July 1, 9:00 a.m. to 6:00 p.m.
All times listed are local time.
(33 U.S.C. 1233; 49 U.S.C. 108; 49 CFR 1.46(b)
and 33 CFR 100.35)

Dated: June 13, 1984.
S. B. Vaughn,
RearAdmiral, U.S. Coast Guard, Commander,
Second Coast Guard DistricL
[FR Doc. 84-16653 Filed 6-21-84: 8:45 am]
BILNG CODE 4910-14-M

33 CFR Part 100

[CGD2 84-10]

Special Local Regulations; River Bend
Festival

AGENCY: Coast Guard, DOT.
ACTION: Final rule.

SUMMARY: Special local regulations are
being adopted for Miles 463.5 to 464.4,
Tennessee River. Marine events will be
held on June 23 thru 24, 1984, at
Chattanooga, Tennessee. These special
local regulations are needed to provide
for the safety of life and property on
navigable waters during the events.
EFFECTIVE DATES: These regulations will
be effective on June 23 and 24,1984.
FOR FURTHER INFORMATION CONTACT.
Cdr. R.B. Bower, Chief, Boating
Technical Branch, Second Coast Guard
District, 1430 Olive St., St. Lons, MO
63103 (314) 425-5971.
SUPPLEMENTARY INFORMATION: These
special local regulations are issued
pursuant to 33 U.S.C. 1233 and 33 CFR
100.35, for the purpose of promoting the
safety of life and property on the
Tennessee River between miles 463.5
and 464.4 during the "Riverbend
Festival" June 23 and 24. 1984. These
events will consist of Formula 1
Outboard Races which could pose
hazards to navigation in the area.

Therefore, these special local
regulations are deemed necessary for
the promotion of safety of life and
property in the area during this event. A
notice of proposed rule making has not
been published for these regulations and
they are being made effective less than
30 days from the date of publication.
Following normal rule making
procedures would have been
impracticable. The revised applications
and schedules to hold the event was not
received until April 24, 1984, and there
was insufficient time remaining to
publish proposed rules in advance of the
event, or to provide for a delayed
effective date.

These regulations have been reviewed
under the provisions of Executive Order
12291 and have been determined not to
be a major rule. Tins conclusion follows
from the fact that the duration of the
regulated area is short. In addition,
these regulations are considered to be
nonsignificant in accordance with
guidelines set forth in the Policies and
Procedures of Simplification, Analysis,
and Review of Regulations (DOT Order
2100.5 of 5-22-80). An economic
evaluation has not been conducted
since, for the reasons discussed above,
its impact is expected to be minimal. In
accordance with the Regulatory

Flexibility Act (5 U.SC. 601 et seq.), it is
also certified that these rules will not
have a significant economic impact on a
substantial number of small entities,
This rule is necessary to insure the
protection of life and property in the
area dunng the event,

Drafting Information

The drafters of this regulation are
BMCM W. L. Giessman, USCGR, Project
Officer, Boating Technical Branch, and
Lt. R. E. Kilroy, USCG, Project Attbrney.
Second Coast Guard District Legal
Office.

list of Subjects in 33 CFR Part 100
Marine safety, Navigation (water).

PART 100-[AMENDED]

Final Regulations

In consideration of the foregoing, Part
100 of Title 33, Code of Federal
Regulations, is amended by adding a
temporary § 100.35-0208 to read as
follows:

§ 100.35-0208 Tennessee River, miles
463.5 through 464.4.

(a) ReguldtedArea. The area between
Mile 463.5 and 44.4 Tennessee River is
designated the regatta area, and may be
closed to commercial navigation or
mooring during the following dates and
(local) times:
June 23, 9:00 a.m. to 4:00 p.m.
June 24,12:00 noon to 4:00 p.m.

The above times represent a guideline
for possible intermittent river closures
not to exceed Four (4) hours in duration
each. Manners will be afforded enough
time between such closure periods to
transit the area in a timely manner.

(b) Specal Local Regulations. Vessels
desiring to transit the restricted area
may do so only with prior approval of
the Patrol Commander and when so
directed by that officer. Vessels will be
operated at a no wake speed to reduce
the wake to a minimum and in a manner
which will not endanger participants in
the event or any other craft. The rules
contained in the above two sentences
shall not apply to participants in the
event or vessels of the patrol, while they
are operating in the performance of their
assigned duties.

(1) The Patrol Commander may be
reached on Channel 16 (156.8MHZ)
when required, by the call sign "Coast
Guard Patrol Commander"

(c) A succession of sharp, short
signals by whistle or horn from vessels
patrolling the areas under the direction
of the U.S. Coast Guard Patrol
Commander shall serve as a signal to
stop. Vessels so signalledshall stop and
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shall comply with the orders of the
Patrol Vessel. Failure to do so may
result in expulsion from the area,
citation for failure to comply, or both.

(d) The Patrol Commander may
establish vessel size and speed
limitations and operating conditions.

(e) The Patrol Commander may
restrict vessel operation within the
marine event area to vessels having
particular operating characteristics.

(f) The Patrol Commander may
terminate the marine event or the
operation of any vessel at any time it is
deemed necessary for the protection of
life and property.

(g) This § 100.35-0208 will be effective
on the following dates and times;
June 23, 9:00 a.m. to 4:00 p.m.
June 24,12:00 noon to 4:00 p.m.
All times listed are local time.
(33 U.S.C. 407; 41,1233-236; 46 U.S.C. 2106-
2107,23o2, 430 4311 (a) and (c), 49 U.S.C.
1655(b)(1). 33 CFR 100.35,100.40,100.50.49
CFR 1.46(b), 1.46(n)(1))

Dated: June 13,1984.
S. B: Vaughm
RearAdmiral, U. S. Coast Guard
Commander, Second Coast GuardDistricL
[FR Do .94-1654 Filed 8-at- 8:45 srn

BILLING CODE 491014-

ENVIRONMENTAL PROTECTION

AGENCY

40 CFR Part 147

[WH-FRL-2610-41

Vermont Agency of Environmental
Conservation Underground Injection
Control Program Approval

AGENCY: Environmental Protection
Agency.
ACTION: Approval of State program.

SUMMARY: The State of Vermont has
submitted an application under section
1422 of the Safe Drinking Water Act for
the approval of an Underground
Injection Control (UIC) program
governing Classes I, IL El, IV and V
injection wells. After careful review of
the application, the Agency has
determined that the State's injection
well program meets the requirements of
section 1422 of the Act. Therefore, this
application is approved.
EFFECTIVE DATE: This approval shall be
promulgated for purposes of judicial
review at 1:00 p.m. eastern time on July
6,1984. This approval shall become
effective on July 6, 1984.
FOR FURTHER INFORMATION CONTACT:
Jerome J. Healey, Water Supply Branch,
Environmental Protection Agency,
Region I, JFK Federal Building, Boston,

Massachusetts 02203. PH: (617) 223-6486.
SUPPLEMENTARY INFORMATION: Part C of
the Safe Drinking Water Act (SDWA)
provides for an Underground Injection
Control (VIC) program. Section 1421 of
the SDWA requires the Administrator to
promulgate minimum requirements for
effective State programs to prevent
underground injection which endangers
drinking water sources. The
Administrator is also to list in the
Federal Register each State for which, in
his judgment, a State UIC program may
be necessary. Each State listed shall
submit to the Administrator an
application which contains a showing
satisfactory to the Administrator that
the State: (i) Has adopted after
reasonable notice and public hearings, a
UIC program which meets the
requirements of regulations in effect
under section 1421 of the SDWA, and (ii)
will keep such records and make such
reports with respect to its activities
under its UIC program as the
Administrator may require by
regulations. After reasonable
opportunity for public comment, the
Administrator shall by rule approve,
disapprove or approve in part and
disapprove in part, the State's UIC
program.

The State of Vermont was listed as
needing a UIC program on March 19,
1980 (45 FR 17632). The State submitted
an application under section 1422 on
January 10, 1984, for a UIC program to
be administered by the Vermont Agency
of Environmental Conservation (VAEC).
On February 3,1984, EPA published
notice of receipt of the application.
requested public comments, and offered
a public hearing on the UIC program
submitted by the VAEC (49 FR 4216).
Neither requests for public hearing nor
requests to offer testimony at such
hearings were received by EPA.
Therefore, pursuant to the provisions of
40 CFR 145.31(c), the public hearing was
cancelled because of lack of sufficient
public interest.

After careful review of the
application, I have determined that the
Vermont UIC program submitted by the
VAEC to regulate Classes I, I1, 111. IV
and V injection wells meets the
requirements cetablished by the Federal
regulations pursuant to section 1422 of
the SDWA and, hereby approve it. The
effect of this approval is to establish this
program as the applicable underground
injection control program under the
SDWA for the State of Vermont.

This approval will be codified in 40
CFR 147.2300. State statutes and
regulations that contain standards,
requirements, and procedures applicable
to owners or operators are incorporated

by reference. These provisions mcorp-
orated by reference, as well as all
permit conditions or permit denials
issued pursuant to such provisions are
enforceable by EPA pursuant to section
1423 of the SDWA.

On May 11, 1984. EPA proposed a
Federally administered UIC progpam for
the State of Vermont (49 FR 20233].
Approval of the State-adminmistered
program withdraws the proposed EPA-
administered program (§ 147.23011.

Since this approval, in large part,
simply approves as the Federal UIC
program State regulations and
requirements already in effect under
State law, EPA is publishing this
approval effective two weeks after the
date of publication m the Federal
Register. This will enable Vermont to
begin issuing UIC permits for injection
wells under the Federally approved
program at the earliest possible date.

The terms listed below comprise a
complete listing of the thesaurus terms
associated with 40 CFR Part 147, -hlch
sets forth the requirements for a State
requesting the authority to operate its
own permit program of which the
Underground Injection Control program
is a part. These terms may not all apply
to this particular notice.

List of Subjects in 40 CFR Part I47

Indians-lands, Reporting and
recordkeeping requirements,
Incorporation by reference,
Intergovernmental relations, Penalties,
Confidential business information,
Water supply.

OMB Review

The Office of Management and Budget
has exempted this rule from the
requirements of section 3 of Executive
Order 12291.

Certification Under the Regulatory
Flexibility Act

Pursuant to the provisions of 5 U.S.C.
6051b), I certify that approval by EPA
under section 1422 of the Safe Drinking
Water Act of the application by the
Vermont Agency of Environmental
Conservation will not have a significant
economic impact on a substantial
number of small entities, since this rule
only approves State actions. It imposes
no new requirements on small entities.

Dated: June 14, 19?4.
William D. Ruckelshaus,
Administrator.

Title 40 of the Code of Federal
Regulations is amended as follows:
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PART 147-STATE UNDERGROUND
INJECTION CONTROL PROGRAMS

Subpart UU-Vermont
Amend 40 CFR Part 147 by revising

§ 147.2300 to read as follows:

§ 147.2300 State-adminlstered program-
Class I, II, III, IV, and V wells.

The UIC program for Class I, 11, 1I1, IV
& V wells in the State of Vermont is the
program administered by the Vermont
Department of Water Resources and
Environmental Engineering, approved by
EPA pursuant to section 1422 of the
SDWA. Notice of this approval was
published in the Federal Register on
June 22, 1984; the effective date of this
program is July 6, 1984. This program
consists of the following elements, as
submitted to EPA in the State's program
application.

(a) Incorporation by reference. The
requirements set forth in the State
statutes and regulations cited in this
paragraph are hereby incorporated by
reference and made a part of the
applicable UIC program under the
SDWA for the State of Vermont. This
incorporation by reference was
approved by the Director of the Federal
Register July 6, 1984.

(1) Vt. Stat. Ann. tit. 10, sections 1251,
1259, 1263 (1973 and Supp. 1981),
Effective date: July 1, 1982.

(2) Vermont Department of Water
Resources and Environmental
Engineering, Chapter 13 Water Pollution
Control Regulations, Subchapter
13.UIC-Underground Injection Control,
Discharges to Injection Wells, Effective
Date: June 21, 1984.

(b) Other Laws. The following statutes
and regulations although not

incorporated by reference, also are part
of the approved State-administered
program:

(1) Vt. Stat. Ann. tit. 10, sections 1251
through 1283 (1973 and Supp. 1981).

(2) Vt. Stat. Ann. tit. 10, sections 901
through 911 (1973 and Supp. 1981).

(3) Vt. Stat. Ann. tit. 3, sections 801
through 847 (1973 and Supp. 1981).

(c)(1) The Memorandum of Agreement
between EPA Region I and the Vermont
Agency of Environmental Conservation
signed by the EPA Regional
Administrator on January 16, 1984.

(d) Statement of Legal Authority. (1]
"Vermont Attorney General's Statement
for Classes I, II, III, IV and V Injection
Wells," signed by Attorney General
John J. Easton, Jr., as submitted with
Vermont Application for Primary
Enforcement Responsibility to
Administer the Underground Water
Source Protection Program Pursuant to
the Safe Drinking Water Act and 40 CFR
145.21-45.24 (December 20, 1983).

(e) The Program Description and any
other materials submitted as part of the
original application or as supplements
thereto.

(42 U.S.C. 300)
[FR Doc. 84-16540 Filed 6--21-84: 845 am)

BILNG CODE 6560-50-M

40 CFR Part 420

[OW-FRL 2609-7]

Iron and Steel Manufacturing Point
Source Category; Effluent Limitations
Guidelines

Correction

In FR Doc. 84-16076 appearing on

page 24726 in the issue of Friday, Juno
15,1984, make the following corrections
in the middle column:

§420.04 [Corrected]

1. In the first line, "of ' should read.1or"

2. In the third line, "1." should read
J62.11

§ 420.102 (Corrected]
3. In the tenth line, "§ 240.102(b)(1)"

should read "420.102(b)(l)"

BILLNG CODE 1505-01-1

DEPARTMENT OF HEALTH AND

HUMAN SERVICES

Public'Health Service

42 CFR Part 57

Grants for Various Health Professions
Projects

Correction

In FR Doc. 84-12735 beginning on page
19999 in the issue of Friday, May 11,
1984, make the following corrections:

1. On page 19999, in the third column,
in the first complete paragraph, in the
sixth line, "no not" should read "do
not"

2. On page 20001, in the first column,
m § 57.3910, in the sixth line, "proposed"
should read "approved"

BILLNG CODE 1505-01-M

IIP
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Proposed Rules Federal Regier
Vol. 49, No. 122

Friday. June 22, 1934

This section of the FEDERAL REGISTER
contains notices to the public of the
proposed issuance of rules and
regulations. The purpose of these notices
is to give interested persons an
opportunity to participate in the rule
making pnor to the adoption of the final
rules.

DEPARTMENT.OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 989

Raisins Produced From Grapes Grown
In California; Proposed Changes In
Weight Dockage System, Incoming
and Outgoing Grade Standards, and
Reserve Pool Setaslde Procedures for
Certain Reconditioned Raisins

AGENCY: Agricultural Marketing Service,
USDA.
ACTION: Proposed rule.

SUMMARY: This proposal invites
comments on modification of the weight
dockage system for substandard
seedless raisins delivered by producers
to raisin packers, changes in the grade
standards for seedless raisins delivered
by producers to packers, changes in the
grade standards for packed seedless
raisins moving into commercial
channels, and reserve pool setaside
procedures for certain reconditioned
raisins. The proposed changes in the
dockage system and raisin standards
would apply to Natural (sun-dried)
Seedless, Dipped Seedless, Oleate and
Related Seedless, Golden Seedless, and
Monukka raisins. They are designed to
help the California raisin industry
become more competitive with other
world producers in terms of maturity
levels, promote handler efficiencies of
operation, and encourage producers to
improve the quality of the raisinsthey
deliver to packers. The proposal
permitting setaside of certain
reconditioned raisins recognizes that the
proposed changes in the dockage system
and mcoming raisin standards could
increase the quantity of raisins needing
reconditioning and that there may not
be enough unreconditioned raisins to
meet reserve obligations. In the interest
of providing equity among growers of all
raisins covered under the program, this
change would apply to all raisins
covered under the raisin order. All of the
changes were recommended by the

Raism Administrative Committee, which
works with the USDA m implementing
the order.
DATE: Comments must be received by
July 23, 1984.

ADDRESSES: Send two copies of
comments to the Hearng Clerk. U.S.
Department of Agriculture. Washington.
D.C. 20250. where they will be available
for public inspection during regular
business hours.

FOR FURTHER INFORMATION CONTACr
Frank M, Grasberger, Acting Chief,
Specialty Crop3 Branch, Fruit and
Vegetable Division. AMS, USDA.
Washington. D.C. 20250 (202) 447-5053.
SUPPL.MENTA.RY INFORMATIOIC This
proposal has been reviewed under
USDA guidelines Implementing
Executive Order 12291 and Secretary's
Memorandum No. 1512-i and has been
determined to be a '"non-major" rule
under critena contained therein.

William T. Manley, Deputy
Adminstrator, Agricultural Marketing
Service, has certified that this proposal
will not have a significant economic
impact on a substantial number of small
entities.

The weight dockage system for
substandard raisms is contained in
§ 989.210 of Subpart-Supplementary
Regulations (7 CFR 989.210-989.221; 49
FR 10082). The incoming grade
standards for raisins delivered by
producers to packers of the varietal
types proposed to be changed are
contained in § 989.701 of Subpart-
Quality Control (7 CFR 989701-989.702;
49 FR 10082). The outgoing grade
standards for packed raisins are
contained m § 989.702 of that subpart.
The proposal to allow certain
reconditioned raisms to be held In
satisfaction of reserve pool setaslde
obligations requires a change In
§ 989.158(c](4)(i) of Subpart-
Administrative Rules and Regulations (7
CFR 989.102-989.176; 49 FR 18727).
These subparts are operative pursuant
to the marketing agreement and Order
No. 989, both as amended, regulating the
handling of raisins produced from
grapes grown in California. The
marketing agreement and order are
hereinafter referred to collectively as
the "order" The order is effective under
the Agricultural Marketing Agreement
Act of 1937 as amended (7 U.S.C. 601-
674). Authority for the following

proposals is contained in §§ 93.9.53 and
9839.59 of the order.

Section 99.210 prescribes a weight
dockage system which permits handlers
to acquire as standard raisins anylot of
Natural (sun-dried] Seedless, Dipped
Seedless, Oleate and Related Seedless,
Golden Seedless, and Monukka raisins,
even though the lots have been
determined to be off-grade because they
contain an excess of substandard
raisins. The current tolerance for
substandard seedless raisins changes
from 6 percent to 5 percent begining
with the 1934-85 crop year (49 FR 10032).
That crop year begins August 1, 1934.
The creditable weight of such lots is
computed by multiplying the net weight
of the lot by a factor from the docage
tables in § 9a9.210(g). The factor reduces
the weight of the lot by an amount
apprommating the weight of the
substandard raisins needed to be
removed from the lot in order for the
balance of the lot to meet grade
standards.

Under the current weight dockage
system, no limit is prescribed on the
quantity of substandard raisins in a lot
which can be acquired under that
system. Raisin Iota with large quantities
of substandard raisins usually have
small quantities of raisins meeting the
maturity requirements for U.S. Grade B
or better, the maturity level desired by
consumers and the trade.'

Consequently, handlers experience
higher than normal yield losses, and
processing costs in delivering the
product required by users. The
Committee believes that an upper limit
on acquisitions under the dockage
system will help improve the quality of
the raisins delivered by producers for
processing, thus enable packers to
market raisms with higher maturity
levels at lower procesing costs, help the
California raism industry become more
cost competitive with foreign producers.
and increase the user acceptance of
California raisins.

Therefore, the Committee proposed
that the dockage system m § 939.210 for
Natural (sun-dined) Seedless, Dipped
Seedless, Oleate and Related Seedless,
Golden Seedless, and Monukka raisins

'For t!r:ha j e,: of this dou-. Lreferc=s t
B or beltr maturity raisins -- sus rafsns lwhich a.m-
wdl-matured or reasn.by- well-matmed as
defined In tlke Uniecd S!atL- Sis.dards for Gcie9
of P.rmooed Rakis (7 CTR ._-52.=".Z
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be modified to provide for dockage on
lots containing substandard'raisins in
the range from 5.1 percent to 10 percent.
Lots containing more than 10 percent
substandard raisins would be off-grade
and require reconditioning before they
can be acquired by handlers as standard
raisins. In the absence of reconditioning,
the raisins would be returned to the
producer who delivered them, or
disposed of by the handlers in non-
traditional outlets. These dockage
system changes would be effective
beginning with the 1984-85 crop year;,
i.e., August 1, 1984.

Experience has shown that raisin
users generally prefer raisins which are
soft, fleshy, and pliable. Less mature
raisins generally are not as soft and
pliable as more matureraisins. Based on
industry information, foreign produced
raisins generally are higher in maturity
than California raisins. This results from
variances in cultural and harvesting
practices between California and other
world raisin producers.

To make the California raisins more
competitive with foreign produced
raisins, the Committee proposed
changes in the incoming grade standards
for raisins delivered by producers to
packers contained in § 989.701 and the
grade standards for packed raisins
contained in § 989.702. The incoming
and outgoing grade changes would apply
to Natural (sun-dried) Seedless, Dipped
Seedless, Oleate and Related Seedless,
Golden Seedless, and Monukka raisins.
Beginning August 1, 1985, raisin lots of
these varietal types delivered by
producers to packers would have to
contain a minimum of 50 percent B or
better maturity raisins. Raisin lots
containing less than 50 percent B or
better raisins would be off-grade and
have to be reconditioned before they
could be acquired by the packer as
standard quality raisins.

With regard to packed raisins of these
varietal types, the Commiftee proposed
that the requirements in § 989.702 be
made tighter with respect to maturity
and pieces of stem. For select and
mixed-size packed raisins, the minimum
grade requirement would be as specified
in U.S. Grade C, except that the
minimum percent B or better would be
raised from 55 percent to 62.5 percent,
and the tolerances for pieces of stem,
and substandard and undeveloped
raisins contained in U.S. Grade B would
apply. For small (midget) sized raisins of
these varietal types, the Committee
proposed that the maturity requirements
be increased from the U.S. Grade C level
of 55 percent to 62.5 percent, but that the
minimum for pieces of stem, and
substandard and undeveloped as

provided in U.S. Grade C be retained. If
the tolerances for pieces of stem, and
substandard and undeveloped raisins
under U.S. Grade B were applied to lots
of small (midget) sized raisins, the
supply of that size would virtually
disappear. The mechanical facilities
available to handlers cannot eliminate
U.S. Grade C for small (midget) sized
raisins without also eliminating a large
amount of otherwise acceptable grade
raisins as well.

Since a large inventory of 1983-84
crop raisins remains in the handlers'
inventory, the proposed changes in the
standards for packed raisins would not
be made effective until November 15,
198J. It is also proposed that the 62.5
percent B or better standard would
increase to 70 percent B or better for the
1985 crop, effective November 15,1985.

The foregoing changes will not be
applicable to raisins with seeds, such as
Zante Currant, Sultana and Muscat
(including other raisins with seeds)
raisins. The California raisin industry
has indicated that the current quality
requirements for such raisins are in line
with packer and user preferences, and
that quality improvements for those
raisins are not needed at this time.

Regulations presently preclude
handlers from holding reconditioned
raisins to satisfy a reserve pool setaside
obligation. This appears appropriate for
raisins which are reconditioned by full
processing, including washing and
capstemming. Raisins processed to that
point do not store well for any
significant period of time and are
therefore not suitable for retention in the
reserve. However, raisins which are
reconditioned through a process known
in the industry as "dry conditioning" do
store for longer periods of time and are
suitable for reserve use. This process
involves passing the raisins over screens
and under vacuums which remove some
large stems and substandard raisins.
However, these are not considered
processed or packed raisins. These
raisins are not washed or capstemmed
and are not acceptable for use in
commercial channels without
processing.

As discussed earlier, current
regulations allow handlers to acquire
raisins with an unlimited amount of
excessive substandard raisins under a
dockage system. Such raisins may be
held by a handler to satisfy a reserve
pool obligation. The instant proposal
would require seedless raisin lots with
substandard raisins in excess of 10
percent to be reconditioned to remove
the, excess substandard raisins before
they can be acquired by the handler as
standard quality raisins. Prohibiting a

handler from setting aside raisins which
have been dry reconditioned to satisfy a
reserve pool obligation Is unnecessarily
restrictive, denies the handler the right
to use raisins previously eligible to
satisfy a reserve pool obligation, and
could influence the handler to refuse to
receive and recondition a producer's
raisins with excessive substandard
raisins.

The regulations established under the
order currently recognize a difference In
the effects various reconditioning
methods have on raisins. Section
989.158(c)(4)(i) provides that, for
purposes of inspection, natural
condition raisins which have been
reconditioned shall continue to be
considered natural condition raisins
after such reconditioning if no water or
moisture was added in the
reconditioning process. It Is proposed
that this provision be broadened so dry
reconditioned raisins can be considered
as natural condition raisins and thus be
eligible for use in meeting a handler's
reserve pool setaside obligation. To
accomplish this, the second sentence of
§ 989.158(c)(4)(i) would be revised to
provide that natural condition raisins
which have been reconditioned shall
continue to be considered natural
condition raisins for purposes of
reinspection (inspection pursuant to
§ 989.58(d)) or setaside by a handler to
satisfy the handler's reserve pool
obligation, after such reconditioning has
been completed if no water ormoisture
has been added; otherwise, such raisins
shall be considered as packed raisins.
This change would be effective August
1, 1984.

Other provisions of the regulations
require handlers to properly store
raisins which meet the incoming grade
standards, except for normal and
natural deterioration. There is no
recommendation to modify these
provisions. Thus, the Integrity of
maintaining the growers equity In the
reserve pool is preserved. This proposed
modification is optional and packers
who have any fears relative to holding
dry reconditioned raisins to satisfy a
reserve pool obilgation may choose not
to do so. This recommendation is not
imposing additonal restrictions, but
rather is relaxing the reserve pool
setaside requirements, as far as dry
reconditioned raisins are concerned.

The proposed changes hereinafter set
forth are part of the Committee's 1984
marketing plan to realign supplies with
needs. That plan also includes a price
Inventory Adjustment/Domestic
Merchandising program. This measure
was discussed in a proposal published

I I I
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in the Federal Register on June 5,1984
(49 FR 23193).

List of Subjects in 7 CFR Part 989
Marketing agreements, Grapes,

Raisins, and California.
The proposal is as follows:
1. Section 989.158(c)(4](i] of Subpart-

Adimniustrative Rules and Regulations (7
CFR 989.102-989.176; 49 FR 18727) is
amended by changing the second
sentence to read as follows:

§ 989.158 Natural condition raisins.

(c] ***

(4) Reconditioning off-grade raism--
reconditioning requirements. (i) * *

Natural condition raisins which have
been reconditioned shall continue to be
considered natural condition raisins for
purposes of remspection (inspection
pursuant to § 989.58(d)) or setaside by a
handler to satisfy the handler's reserve
pool obligation, after such
reconditioning has been completed, if no
water or moisture has been added;
otherwise, such raisins shall be
considered as packed raisins.

2. Section 989.210 (a) and (g) of
Subpart-Supplementary Regulations (7
CFR 989.210-989.221; 49 FR 10082] are
revised to read as follows:

§ 989.210 Handling of varietal types of
raisins acquired pursuant to a weight
dockage system.

(a) General. Subject to prior
agreement between handler and
tenderer, a handler may acquire as
standard raisins any lot of Natural (sun-
dried] Seedless, Golden Seedless,
Dipped Seedless, Oleate and Related
Seedless and Monukka raisins
containing more than 6 percent
beginning with the 1983-84 crop year,
and between 5.1 percent and 10 percent
beginning with the 1984-85 crop year, by
weight, of substandard raisins under a
weight dockage system. A handler also
may, subject to prior agreement, acquire
as standard raisins any lot of Muscat
(including other raisins with seeds],
Sultana, and Zante Currant raisins
containing more than 12 percent, by
weight, of substandard raisins under a
weight dockage system. The creditable
weight of each lot of raisins acquired in
this manner shall be that obtained by
multiplying the net weight of the raisins
m the lot by the applicable dockage
factor from the appropriate dockage
table prescribed in paragraphs (g] or (h]
of this section.

(g] Dockage tables applicable to
Natural (sun-dried) Seedless, Golden
Seedless, Dipped Seedless, Oleate and

Related Seedless, And Monutdia
Raisins.

Crop Ye r-1983-44
6.0 ,

6.1 33
62 M 36.3
6.4
6.5

Crop Yer-SM-45 td Thn lttr

5.2
5.1
5.3 .... Z37

5.5! M35

NO DOCKAGE FOR DEIERES IN EYC.S CF 10
PERCENT SUBSTADARD.

'No dedke.

Note.-Percentage in excess of the last
percentage shom in each table shall be
expressed in the same increments as the
foregoing, and the dockage factor for each
such increment shall be .001 less than the
dockage factor for the preceding increment.

3. Section 989.701 (a)[3), (b)(3), and
(c)(3) of Subpart--Quality Control (7
CFR 989.701-989.702; 49 FR 10082) are
revised to read as follows:

§ 989.701 Minimum grade cand condition
standards for natural condition raisins.

(a) * * *

(3) Shall for the 1983-84 crop year
contain not more than 6 percent, and for
the 1984-85 and subsequent crop years,
contain not more than 5 percent, by
weight, of substandard raisins (raisins
that show development less than that
characteristic of raisins prepared from
fairly well-matured grapes), and for the
1985-86 and subsequent crop years also
contain at least 50 percent well-matured
or reasonably well-matured raisins;

(b)* *

(3) Shall for the 1983-84 crop ycar
contain not more than 6 percent, and for
the 1984-85 and subsequent crop years,
contain not more than 5 percent, by
weight, of substandard raisins (raisins
that show development less than that
characteristic of raisins prepared from
fairly well-matured grapes], and for the
1985-86 and subsequent crop years also
contain at least 50 percent well-matured
or reasonably well-matured raisins;

(c)]* *

(3) Shall for the 1933-84 crop year
contain not more than 6 percent, and for
the 1984-85 and subsequent crop years,
contain not more than 5 percent, by
weight, of substandard raisins (raisins
that show development less than that

characteristic of raisins prepared from
fairly well-matured grapes], and for the
1985-85 and subsequent crop years also
contain at least 50 percent well-matured
or reasonably well-matured raisins;

3. Section 989.702 of Subpart-Quality
Control (7 CFR 939.701-939.702; 49 FR
10082) are revised to read as follows:

§ L39.702 Minimum grade standards for
packed raisins.

Effective pursuant to § 939.59, the
minmum grade standards for packed
raisins shall be as follows:

(a) Natural (sun-dried) Seedless,
Dipped Seedless, and Oleate and
Related Seedless Raisins. Packed
Natural (sun-dried) Seedless, Dipped
Seedless, and Oleate and Related
Seedless raisins shall meet the
requirements of U.S. Grade C as defined
m the effective United States Standards
for Grades of Processed Raisins
(§ § 52.1841-52.1858 of this title):
Provided, That at least 62.5 percent, by
weight, of the raisins shall be well-
matured or reasonably well-matured,
effective November 15,1984. Beginning
November 15,1985, that tolerance shall
be 70 percenL With respect to select-
sized and mixed-sized raisin lots, the
raisins shall at least meet the U.S. Grade
B tolerances for pieces of stem, and
underdeveloped and substandard
raisins, and small (mdget] sized raisins
shall meet the U.S. Grade C tolerances
for those factors.

(b) Golden Seedless Raisins. Packed
Golden Seedless raisin shall at least
meet the requirements prescribed m
paragraph (a) of this section, and the
color requirements for "colored" as
defined in said standards.

(c) Aonukka Raisins. Packed
Monuk-ka raisin shall at least meet the
requrements prescribed in paragraph
(a) of this section, except that the
tolerance for moisture shall be 19
percent rather than 18 percent.

(d) Muscat (includ'ng other rarsms
n-ith seeds) Raisins. Packed Muscat
(including other raisins with seeds]
raisins shall at least meet the
requirements of U.S. Grade C of the said
standards. Layer Muscat (including
othcr raisins with seeds] raisins shall at
least meet U.S. Grade B as defined for
"Layer or Cluster Raisins With Seeds"
in said standards, except for the
provisions therein relating to moisture
content.

(e) Sultana Raisins. Packed Sultana
raisins shal meet the requirements of
U.S. Grade C as defined in said
standards.

(f) Zante Currant Raisins. Packed
Zante Currant raisins shall at least meet
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the requirements of U.S. Grade B as
defined in said standards.

1g) A handler may grind raisins which
do not meet the minimum grade
standards prescribed in paragraphs (a)
through (f) of this section because of
mechanical damage or sugaring, into a
raisin paste.
(Secs. 1-19, 48 Stat. 31, as amended, 7 U.S.C.
601-674)

Dated: June 19, 1984.
Thomas R. Clark,
Deputy Director, Fruit and Vegetable
Division.
JFR Doc. 84-10759 Filed 0-21-84; 8:45 am]
BILWNG CODE 3410-02-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 25

Proposed Advisory Circular-Flutter
Substantiation of 'Transport Category
Airplanes

Correction

In FR Doc. 84-16027 appearing on
page 24749 in the issue of Friday, June
15,1984, make the following correction:

'On page 24749, second column, the
sixth line should read as follows: 'Leroy
A. Keith, Aircraft Certification
DivISION,"

BILING CODE 1505-01-1

14 CFR Part 39'

[Docket No. 84-NM-37-AD]

Airworthiness Directives; Boeing
Model 737 Series Airplanes

AGENCY Federal Aviation
Administration [FAA), DOT.
ACTION: Notice of proposed rulemaking
(N]PRM).

SUMMARY: This notice proposes an
amendment that would supersede an
existing airworthiness directive lAD)
applicable to certain Boeing Model 737
airplanes. The existing AD requires a
one-time visual inspection of the
horizontal stabilizer rear spar attach
lugs. Subsequent reassessment has
shown the need for repetitive
inspections. Accordingly, this
amendment proposes to establish
repetitive inspections. Failure to detect
cracks in the horizontal stabilizer Tear
spar attach lugs may result n separation
of the horizontal stabilizer from the
airplane.
DATE: Comments must be received on or
before August 7 1984.

ADDRESSES: The applicable service
bulletin may be obtained from the
Boeing Commercial Airplane Company,
P.O. Box 3707 Seattle, Washington
98124, or may be examined at the
address shown below.
FOR FURTHER JNFORMAT4ON CONTACT:
Mr. Carlton A. Holmes, Airframe
Branch, ANM-120S, Seattle Aircraft
Certification Office, FAA, Northwest
Mountain Region, 9010 East Marginal
Way South, Seattle, Washington,
telephone (206) 431-2926. Mailing
Address: Seattle Aircraft Certification
Office, FAA, Northwest Mountain
Region, 17900 Pacific Highway South, C-
68966, Seattle, Washington 98168.
SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications
should identify the regulatory docket
number and be submitted in duplicate to
the address specified below. All
commumcations received on or before
the closing-date forcomments will be
considered by the Adinumstrator before
taking action on the proposed rule. The
proposal contained in this notice may be
changed in light of comments received.
All comments submitted will be
available, both before and after the
closing date for comments, in the Rules
Docket for examination by interested
persons. A report summarizing each
FAA-public contact concerned with the
substance of the proposed AD, will be
filed in the Rules Docket.

Availability of NPRM

Any person may obtain a copy of this
Notice of Proposed Rulemaking fNPRM]
by submitting a request to the Federal
Aviation Administration, Northwest
Mountain Region, Office of the Regional
Counsel, Attention: Airworthiness Rules
Docket No. 84-NM-37-AD, 17900 Pacific
Highway South, C-68966, Seattle,
Washington .98168.

Discussion

The Boeing Companylias conducted a
structural reassessment of the'Model 737
airplane as part of their program to
develop a Supplemental Structural
Inspection Document (SSID) for the
airplane. In conducting this
reassessment, Boeing used advanced
analysis techniques which were not
available during the original design and
certification of the Model 737 and used
as guidelines the requirements of
Federal Aviation Regulation 25.571,
Amendment 25-45. The reassessment
included structural details *that have a

history of cracking. The analysis has
revealed that certain of these details
should receive increased :emphasis an
the maintenance program of operators to
maintain the structural integrity of the
airplane, The attach lugs bf the
horizontal stabilizerare in this category
of details.

The FAA issued Advisory Circular AC
91-56 on May 6,1981, which provides
guidelines for the development and
implementation of supplemental
structural inspection programs for large
transport category airplanes. AC 91-50
states in part "any service bulletin or
other service information publications
found to be essential for safety during
the initial SSID assessment process
should be implemented by AD action,"

There was a report of a cracked
horizontal stabilizer rear spar attach lug
on an airplane with 28,704 flight cycles,
The crack originated on the forward
face of the aft lug of the rear spar upper
cievis and is attributed to fatigue. The
Boeing Company issued Service
Bulletins 737-55--1028 and 737-55A1029
which provide inspection, repair, and
preventive modification instructions,
The structural reassessment established
the inspection threshold and repetitive
inspection intervals necessary for
detecting cracks prior to their reaching
critical length. Failure to detect cracks
prior to their reaching critical length
may result in loss of the honzontal
stabilizer.

Airworthiness Directive 81-11-07,
Amendment 39-4122 (46 FR 28147' May
26, 1981), was issuedon May 15, 1981, to
require a one-:time visual inspection of
the horizontal stabilizer rear spar attach
lugs for cracks in accordance with
Boeing Alert Service Bulletin 737-
55A1029 dated April 30,1981.
Subsequently, this bulletin was revised
(reference Service Bulletin 737-55A1029,
Revision 3) to include repetitive high
frequency eddy current inspections ut
intervals of 5700 flights. This
amendment would supersede
Airworthiness Directive 81-11-07 and
require these repetitive inspections.

It is estimated that 200 airplanes of
U.S. operators wouldbe affected by this
AD. Approximately 4 manhours would
be required per airplane to perform the
inspection. Based on an average labor
cost of $40 per manhour, the total cost to
the U.S. fleet for accomplishment of the
proposed inspections would be $32,000.
Therefore, the proposed rule is not
considered a major rule under the
criteria of Executive Order 12291. Few, if
any, small entities within the meaning of
the Regulatory Flexibility Act would be
affected.
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List of Subjects in 14 CFR Part 39

- Aviation safety, Aircraft.

The Proposed Amendment
Accordingly, the Federal Aviation

Administration proposes to amend
§ 39.13 of Part 39 of the Federal Aviation
Regulations (14 CFR 39.13) by adding the
following new airworthiness directive:
Boeing: Applies to Boeing Model 737 series

airplanes, certificated in all categories,
listed m Boeing Service Bulletin 737-
55A1029, Revision 3. or later FAA
approved revision. To insure continued
structural integrity of the horizontal
stabilizer, accomplish the following,
unless previously accomplished-

A. Inspect the rear horizontal stabilizer
attach lugs for cracks in accordance with
instructions im Boeing Service Bulletin 737-
55A1029, Revision 3, or later FAA approved
revision, upon the accumulation of the
threshold number of landings specified in
Table I of the service bulletin or within 200
landings after the effective date of this AD,
whichever occurs later. Repeat these
inspections at intervals not exceeding those
specified in Table I of the service bulletin.

B. Cracked parts must be replaced or
repaired in a manner approved by the
Manager, Seattle Aircraft Certification Office,
FAA, Northwest Mountain Region before
further flight.

C. Airplanes may be flown to a
maintenance base for repairs or replacement
in accordance with FAR 21.197 and 21.199
with prior approval of the Manager, Seattle
Aircraft Certification Office, FAA. Northwest
Mountain Region.

D. For purposes of complying with the AD.
subject to the acceptance by the assigned
FAA Maintenance Inspector, the number of
landings may be determined by dividing each
airplane's hours time m service by the
operator's fleet average time from takeoff to
landing for the airplane type,

E. Alternate means of compliance which
provide an equivalent level of safety may be
used when approved by the Manager, Seattle
Aircraft Certification Office, FAA, Northwest
Mountain Region.

F. Upon request by the operator, an FAA
Principal Maintenance Inspector, subject to
prior approval by the Manager, Seattle
Aircraft Certification Office, FAA, Northwest
Mountain Region. may adjust the repetitive
inspection interval in this AD. if the request
contains substantiating data to justify the
increase for the operator.

This supersedes Amendment No. 39-4122
(46 FR 28147; May 20,1981), AD 81-11-07.

All persons affected by this directive who
have not already received the appropriate
service bulletins from the manufacturer may
obtain copies upon request to the Boeing
Commercial Airplane Company, P.O. Box
3707, Seattle. Washington 98124. These
documents also may be examined at the
FAA, Northwest Mountain Region, Seattle
Aircraft Certification Office. 9010 East
Marginal Way South, Seattle, Washington.
(Secs. 313(a), 314(a), 601 through 610, and
1102 of the Federal Aviation Act of 1958 (49
U.S.C. 1354(a), 1421 through 1430 and 1502];

49 U.S.C. 106[g) (Revised, Pub. L 97-449.
January 12,1983); and 14 CFR 11.85)

Note.-For the reasons discussed earlier in
the preamble: the FAA has determined that
this document (1) involves a proposed
regulation which is not major under
Executive Order 12291 and (2) Is not a
significant rule pursuant to the Department of
Transportation Regulatory Policies and
Procedures (44 FR 11034; February 20.1979);
and it is certified under the criteria of the
Regulatory Flexibility Act that this proposed
rule, if promulgated, will not have a
significant economic Impact on a substantial
number of small entities because few. if any.
Boeing Model 737 airplanes are operated by
small entities. A copy of a draft regulatory
evaluation prepared for this action Is
contained in the regulatory dockeL A copy
may be obtained by contacting the person
identified under the caption "FOR FUMRER
INFORMATION CONTACT."

Issued in Seattle, Washington. on June 14,
1984.
Thomas J. Howvard,
Acting Director, AXorthivcst Mountain Rcion.
[FR o=. a--C.3 Fcd c--i-u =1
BILNG CODE 4910-13-1

14 CFA Part 71

[Airspace Docket No. 84-ASW-25]

Proposed Alteration of Transition
Area: El Dorado, AR

AGENCY:. Federal Aviation
Administration (FAA), DOT.
ACTION: Notice of proposed rulemaki-g.

SUMMARY. The Federal Aviation
Administration proposes to alter the
transition area at El Dorado, AR. The
intended effect of the proposed action is
to provide additional controlled
airspace for aircraft executing a new
standard instrument approach
procedure (SIAP) to Runway 04 at
Goodwim Field. This action is necessary
since a temporary VOR has been
commissioned on Goodwin Field to
provide service in place of the El Dorado
VORTAC which is temporarily out of
service.

DATE Comments must be received on
July 23,1984.
ADDRESSES: Send coments on the
proposal in triplicate to: Manager,
Airspace and Procedures Branch, Air
Traffic Division, Southwest Region,
Federal Aviation Administration, P.O.
Box 1689, Fort Worth, TX 76101.

The official docket may be examined
in the Rules Docket, weekdays, except
Federal holidays, between 8 a.m. and
4:30 p.m. The FAA Rules Docket is
located in the Office of the Regional
Counsel, Southwest Region, Federal
Aviation Administration, 4400 Blue
Mound Road, Forth Worth, TX

FOR FURTHER INFORMATION CONTACT:
Kenneth L Stephenson. Airspace and
Procedures Branch, ASW-535, Air
Traffic Division. Southwest Region.
Federal Aviation Adminstratiou, P.O.
Box 1689. Forth Worth, TX 76101;
telephone: (817] 877-2630.
SUPPLEMENTARlY INFORMATION:

History

Federal Aviation Regulation Part 71,
Subpart G § 71.181 as republished in
FAA Order 7400.6, Compilation of
Regulations, dated January 3,1934,
contains the description of transition
areas designated to provide controlled
airspace for the benefit of aircraft
conducting instrument flight rules (JFR)
activity. Alteration of the transition area
at El Dorado, AR. will necessitate an
amendment to this subpart. This
amendment vill be required at El
Dorado, since a new SIAP will be
developed using the temporary VOR
located on the Goodnn Field Airport.

Comments Invitied
Interested persons are invited to

participate in this proposed rulemakmg
by submitting such vnitten data, views.
or arguments as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developm reasoned regulatory
decisions of the proposals. (Comments
are specifically invited on the overall
regulatory, economic, environmental,
and energy aspects of the proposals.)
Communications should identity the
airspace docket and be submitted m
triplicate to the address listed above.
Commenters vshing the FAA to
acknowledge receipt of their comments
on this notice must submit with those
comments a self-addressed, stamped
postcard on which the following
statement is made: "Comments to
Airspace Docket No. 84-ASW.-25.' The
postcard will be date/time stamped and
returned to the commenter. All
communications received before the
specified closing date for comments will
be considered before taking action on
the proposed rule. The proposals
contained in this notice may be changed
in the light of comments received. All
comments submitted will be available
for examination in the Rules Docket
both before and after the closing date of
comments. A report summarizing each
substantive public contact with FAA
personnel concerned with this
rulemaking will be filed in the docket.

Availability of NPRM
Any person may obtain a copy of this

notice of proposed rulemaking (NPR m)
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by submitting a request to the Manager,
Airspace and Procedures Branch, Air
Traffic Division, Southwest Region,
Federal Aviation Administration P.O.
Box 1689, Fort Worth, TX 76101, or by
calling (817) 877-2630. Communications
must identify the notice number of this
NPRM. Persons interested in being
placed on a mailing list for future
NPRM's should contact the office listed
above.
List of Subjects in 14 CFR Part 71

Control Zones, Transition Areas.
Aviation safety.
The Proposed Amendment

Accordingly, pursuant to the authority
delegated to me, the FAA proposes to
amend § 71.181 of Part 71 of the Federal
Aviation Regulations (14 CFR Part 71)
by adding the following:
El Dorado, AR Revised

and-within 3 miles each side *f a 215-
degree bearing from the airport to 1 miles
southwest.
(Sec. 307(a). Federal Aviation Act -of 1958 (49
U.S.C. 1348(a)); Sec. 61c), 49 U.S.C. 106(g)
(Revised, Pub. L. 97-449, January 12,1983);
and 14 CFR 11.61(c))

Note.-The FAA has determined that this
regulation only involves an established body
of technical regulations for which frequent
and routine amendments are necessary -to
keep them operationally current. It.
therefore-(l) is nota "major rule" 'under
Executive ,Order 12291; (2) is not a
"significant rule" under DOT Regulatory
Policies and Procedures (44 FR 11034;
February 20, 1979); and 13) does not warrant
preparation -of a regulatory evaluation as the
anticipated impact is so minimal. Since this is
a routine matter thatwill only affect air
traffic procedures and air navigation, itis
certified that this rule, when promulgated,
will not have a significant economic -npact
on a substantialnumber'ofsmallentities
under the criteria of the Regulatory Flexibility
Act.

Issued in Fort WorlhTX, on June 12,1984.
F. E. Whitfield,
Acting Director, Southwest Region.
(FR Doc. 84-i6wa4 bled 6-21-84: 8:45am
BILING CODE 4910-13-M

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT
Office of the Assistant Secretary for
Fair Housing and Equal Opportunity

24 CFR Part 115
[Docket No 84-1 171; FR-1976]

Recognition of Substantially
Equivalent Laws
AGENCY: Office of the Assistant
Secretary for Fair Housing and Equal
Opportunity. HUD.

ACTION: Proposed rule.

SUMMARY: Part 115 of the Code of
Federal Regulations describes the
procedure for recognition of 'State and
local fair housmg laws that provide
rights and remedies substantially
equivalent to those provided by Title
VIII of the Civil Rights Act of 1968 {Aci).
This proposed rule would amend 24 CFR
115.11 to recognize the laws of several
additional local jurisdictions.
DATES:

Comment 'Due August 21,1984.
ADDRESS: Interestedpersons are invited
to submit comments regarding the rule
to the Office of General Counsel, Rules
Docket Clerk, Room 10276, Department
of Housing and Urban Development, 451
Seventh Street, SW., Washington, D.C.
20410. Communications shouldvefer to
the above docket number and title. A
copy of each commumcation submitted
will be available for public inspection
and copying during regular business
hours at the above address.
FOR FURTHER INFORMATION CONTACr
Steven J. Sacks, Director, Federal, State
and Local Programs Division, Room
5214, Department of Housing and Urban
Development, 451 Seventh Street, SW.,
Washington, D.C. 20410, telephone (202)
426-3500. (This is nota toll-free
number.)
SUPPLEMENTARY INFORMATION:

I. Recognition of Additional Laws
The Department is proposing to grant

recognition to the Tair housing laws of
the following additional jurisdictions in
accordance with section 810(c) of Title
VIII of the Civil Rights Act of 1968: (1)
Hillsborough 'County, Florida; (2)
Tampa, Florida; (3) Dubuque, Iowa: (4)
Lawrence. Kansas; 1[5) Jefferson County,
Kentucky and (6) Reading Pennsylvania.
The evaluation of the laws of these
jurisdictions was conducted in
accordance with the provisions of 24
CFR Part 115, with particular focus on
§§ 115.21a, 115.3 and 115.8.These
sections are set forth below to give
appropriate information to all parties
with an interest in HUD's proposed
action.

Section 115.2, Procedure for
Recognition, provides, in paragraph (a):
Recognition under this part shall be
based on a consideration-of the
following materials 'andinformation: {1)
The text of the jurisdiction's fair housing
law and any regulations or directives
issued "thereunder, (2) the organization
of the agency responsible for
administering and enforcing such law;
(3) the amountof funds and personnel
made available to such agency for fair
housing purposes during the current

operating year; (4) when considering
agencies which have been in operation
for I year or more, any available Indicia
of the agency's ability to satifactorily
administer its law consonant with the
performance standards delineated in
§ 115.8; and (5) any additional
documents which the agency may wish
to have 'considered.

Section 115.3, Criteria, provides: In
order for a determination to be made
that a State or local fair housing law
provides rights and remedies for alleged
discriminatory housing practices which
are substantially equivalent to those
provided in the Act, the law or
ordinance must: (a) Provide for an
admiustrative enforcement body to
receive and process complaints; (b)
delegate to the administrative
enforcement body comprehensive
authority to investigate the allegations
of complaints, and power to conciliate
complaint matters; (c) not place any
excessive burdens on the complainant
which might discourage the filing of
complaints; (d) not contain exemptions
which substantially reduce the coverago
of housing accommodations as
compared to section 803 of the Act
which provides coverage with respect to
all dwellings except, under certain
circumstances, single-family homes sold
or rented by the owner, and units In
owner-occupied dwellings containing
living quarters for no more than four
families; and (e) be sufficiently
comprehensive in its prohibitions so as
to be an effective instrument in carrying
out and achieving the intent and
purposes of the Act, I.e., the prohibition
of the following acts if they are based on
discrimination because of race, color,
religion, sex, or national orgin:

[1] Refusal to sell or rent.
,12] Refusal-to negotiate for a sale or

rental.
[3] Making a dwelling unavailable.
[4] Discrinunating in terms,

conditions, or privileges of sale or
rental, or in the provisions of services or
facilities.

[5] Advertising in a'discriminatory
manner.

t6] Falsely representing that a
dwelling is not available for inspection,
sale 'or rental.

[7] Blockbusting.
'[8] Discrimination In financing.
[9] Denying a person access to or

membership or participation in multiple
listing services, real estate brokers'
organizations, or other services.

Provided, that a law may be
determined substantially equivalent If it
meets all of the criteria set forth in this
section but does not contain adequate
prohibitions with respect 'to one or more

I . .. . .. . II III IIII|
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of the acts based on discrimination
because of sex, or with respect to one or
more of the cases described in
paragraphs (e) (7), (8), and(9) of this
section; (f) In addition to the factors
described m paragraphs (a), (b), (c), (d),
and (e) of this section, consideration will
be given to the provisions of the law
affording judicial protection and
enforcement of the rights embodied in
the law. However, a law may be
determined substantially equivalent
even though it does not contain express
provisions for access to State or local
courts.

Section 115.6, Performance Standards,
provides: (a) The initial and continued
recognition by the Secretary that a State
or local fair housing law provides rights
and remedies substantially equivalent to
those provided in the Act will be
dependent upon, where applicable, an
assessment of the State or local
agency's administration of its fair
housing law to ensure that the law is in
fact providing substantially equivalent
rights and remedies. The performance
standards set forth m paragraph (b) of
this section will be used in making such
assessment; (b) A State or local agency
must: (1) Consistently and affirmatively
seek the elimination of all prohibited
practices under its fair housing law; (2)
consistently and affirmatively seek and
obtain the type of relief designed to
prevent recurrences of such practices;
(3] establish a mechanism for monitoring
compliance with any agreements or
orders entered into with or issued by the
State or local agency to resolve
discriminatory housing practices; (4]
engage in comprehensive and thorough
investigative activities; and (5)
commence and complete the
administrative procesmg of a complaint
m a timely manner, i.e., the average
complaint should, under ordinary
circumstances, be investigated and,
where applicable, set for conciliation
within 30-45 days.
II. Other Matters

On August 9,1983, the Department
published a proposed rule (48 FR 36133)
to revise 24 CFR Part 115. The proposed
rule would enable the Department to
add or delete jurisdictions through
publication of rule-related notices in the
Federal Register. Since the August 9,
1983 proposed rule is not final, this
proceeding continues the past practice
of adding or deleting jurisdictions by
rule amendments. If the August 9, 1983
proposed rule becomes final and
effective before the current proceeding
is concluded, however, we will publish
our final decision here by a rule-related
notice. No such Notice including these
jurisdictions will be published, however,

until after the close of the comment
period for this proposed rule.

This proposed rule does not constitute
a "major rule" as that term is defined in
section 1(b) of the Executive Order on
Federal Regulation issued by the
President on February 17 1981. Analysis
of the proposed rule indicates that it
does not (1) have an annual effect on the
economy of $100 million or more; (2)
cause a major increase m costs or prices
for consumers, individual industries,
Federal, State, or local government
agencies, or geographic regions; or (3)
have a significant adverse effect on
competition, employment, investment,
productivity, innovation, or on the
ability of United States-based
enterprises to compete with foreign-
based enterprises in domestic or export
markets.

In accordance with 24 CFR 50.20(k),
this rulemaking is not subject to the
environmental assessment requirements
of the National Environmental Policy
Act of 1969, 42 U.S.C. 4332.

Under 5 U.S.C 605(b) (the Regulatory
Flexibility Act), the Undersigned hereby
certifies that this rule would not have a
significant economic unpact on a
substantial number of small entities. The
rule only carries out the Department's
statutory responsibility as set out m
section 810(c) of the Fair Housing Act,
42 U.S.C 3610(c).

This rule was not listed in the
Department's Semiannual Agenda of
Regulations published on April 19,1934
(49 FR 15902) pursuant to Executive
Order 12291 and the Regulatory
Flexibility Act.

The Catalog of Federal Domestic
Assistance Program numbers and titles
are: 14.400, Equal Opportunity in
Housing and 14.401, Fair Housing
Assistance Program.

List of Subjects in 24 CFR Part 115

Fair housing, Intergovernmental
relations.

PART 115-RECOGNITION OF
SUBSTANTIALLY EQUIVALENT LAWS

Accordingly, the Department proposes
to amend 24 CFR Part 115 as follows:

Section 115.11 is amended by adding,
in alphabetical order, the following
jurisdictions to the list of "Localities"
having substantially equivalent laws:

§ 115.11 Jurisdictions with substantially
equivalent laws.

Hillsborough County, Flonda

Tampa, Florida
• • * * *

Dubuque. Iowa

Lawrence. Kansas
,* • •

* 
*

Jeffercon County. Kentucky

Reading. Pennsylvania

Authority- Sec. 810(c) of the Civil Rights
Act of 19i3. 42 U.S.C. 3510. sac. 7(d] of the
Department of Housing and Urban
Development Act. 42 U.S.C. 3535(dl.

Dated: June 13.1934.
Antonio Monroig.
Assistant SecretaryforFawrHousing and
Equal Opportunity.

BILWNG C0132 4210-23 -

DEPARTMENT OF LABOR

Employment Standards
Administration, Wage and Hour
Division

29 CFR Part 530

Employment of Homeworkers in
Certain Industries; Reopening of
Comment Period

AGENCY: Wage and Hour Division,. ESA.
Labor.
ACnON: Proposed rule; reopening of
comment period and invitation for
additional comments on alternative
proposals.

SUMMARY: On March 27,1934, the
Department of Labor published a
proposed rule rescinding the ban on
homework in the knitted outerwear
industry currently m effect pursuant to
the regulations issued implementing
section 11(d) of the Fair Labor
Standards Act (FLSA]. In addition to
soliciting comment on the proposed
rescission, the Department sought
comments on various alternatives to
such action (49 FR 11785). The period for
public comment on the proposed rule,
after having been extended once,
expired on May 11,1934 (49 FR 17974).
The views of more than 6,0CII
commenters were received. The
information contained m these
comments is currently being reviewed
by the Department.

As noted in the Department's March
27 1984 proposal, the alternatives to the
proposed rescission include employer
licensing or registration, expanded
homeworker certification criteria and
other regulatory measures that would
allow individuals to engage in
homework in the knitted outerwear
industry under certain conditions. To
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further assist the Department in
evaluating these alternatives, the
Department invites interested persons to
submit additional written comments,
especially those relevant to licensing or
registration of employers of
homeworkers in the knitted outerwear
industry, as alternatives to total
rescission of the ban on homework in
that industry. For this purpose, the
comment period is reopened for 15 days.
DATE: Comments should be received on
or before July 9, 1984.
ADDRESS: Send written comments to
William M. Otter, Administrator, Wage
and Hour Division, Employment
Standards Administration, Room S-
3502, U.S. Department of Labor, 200
Constitution Avenue, NW., Washirrgton,
D.C. 20210.
FOR FURTHER INFORMATION CONTACT:
William M. Otter, Administrator, Wage
and Hour Division, Employment
Standards Administration, Room S-
3502, U.S. Department of Labor, 200
Constitution Avenue, NW., Washington,
D.C. 20210, (202) 523-8305. This is not a
toll free number.
SUPPLEMENTARY INFORMATION:

Background
The background of the current

proposal is detailed in the Department's
March 27 1984 Notice of Proposed
Rulemaking (49 FR 11786), which is
hereby incorporated by reference into
this announcement. The Department has
received the views of more than 6,000
individuals in response to the Notice.
The information contained in these
comments is currently being reviewed
by the Department. The vast majority of
the comments addressed only the
proposal to rescind the ban on knitted
outerwear homework. Relatively few
referred to the four alternatives that
were set forth in the Federal Register
notice.

The Department is continuing to
consider the proposed rule and the
various alternatives outlined in its
March 27 1984 Notice. At this time, the
Department is reopening the comment
period to solicit additional comments on
the alternatives set forth in that Notice,
particularly alternative D, involving the
licensing or registration of employers of
homeworkers in the knitted outerwear
industry, under which an employer
would be required to notify the
Department that it intends to utilize
homeworkers as employees. In order for
the Department to consider more fully
this alternative, commenters are
requested to address the following
Issues:

1. The procedure by which employers
in the knitted outerwear industry would

obtain a license or certificate of
registration permitting them to hire
homeworkers;

2. Whether there should be any
limitations on permitting employers to
obtain a license or certificate of
registration topermit such activity and,
if so, what they should be;

3. Whether there should be certain
assurances or conditions attached to
employer performance under such
license or cerificate of registration and,
if so, what they should be;

4. Whether there should be sanctions
for employer non-compliance with
licensing or registration requirements
and, if so, what they should be and what
procedures should be utilized for
imposing them;

5. Whether a licensing or registration
program, if established, should be
administered by the Federal government
or should be delegated to those state
governments seeking the authority to
administer such programs.

Commenters addressing any of the
posed alternatives to total rescission
may wish to discuss the following:

(1) The difficulties and/or advantages
under the particular alternative of
enforcing FLSA minimum wage and
overtime standards, as compared to
total rescission of the ban or
maintenance of the ban in its entirety;

(2) The burdens, if any, under the
particular alternative, placed on
employers desiring to use homeworkers;

(3) The responsiveness of a particular
alternative to the needs ot employees
engaged in homework for knitted
outerwear employers.

Commenters wishing to address other
alternatives are asked to focus on and
address the same criteria, as
appropriate.

Conclusion
In making its decision as to an

appropriate final rule regarding
homework in the knitted outerwear
industry, the Department will consider
all timely comments it receives in
response to this notice in addition to
those already received in response to its
March 27 1984 notice of Proposed
Rulemaking. The entire record of this
proceeding will be made available for
inspection during office hours at Room
C-4316, Frances Perkins Binding, 200
Constitution Avenue, NW., Washington,
D.C. 20210.

Signed at Washington, D.C., this 19th day
of June, 1984.
William M. Otter,
Administrator.

[FR Doec. 84-16834 Filed 6-ZI-84: 8:45 am)
BILLING CODE 4510-7-M

-DEPARTMENT OF TRANSPORTATION

Coast Guard

33 CFR Part 117

[CGD3 84-15]

Drawbridge Operation Regulations;
New Jersey Intracoastal Waterway,
New Jersey

AGENCY: Coast Guard, DOT,

ACTION: Proposed rule.

SUMMARY: At the request of New Jersey
Department of Transportation, the Coast
Guard is considering a change to the
regulations governing the Route 35
Bridge across the New Jersey
Intracoastal Waterway (Manasquan
River) at Brielle, NJ by permitting the
number of openings to be limited from
Memorial Day through Labor Day on
weekends and holidays from 10 a.m. to 8
p.m. The bridge is currently required to
open on signal. This proposal is being
made because peak vehicular traffic
generally coincides with peak bridge
openings for vessels. This action should
accommodate the needs of vehicular
traffic and should still provide for the
reasonable needs of navigation,
DATE: Comments must be received on or
before August 6, 1984.
ADDRESS: Comments should be
submitted to and are available for
examination from 9 a.m. to 3 p.m.,
Monday through Friday, except
holidays, at the office of the Commander
(oan-br), Third Coast Guard District,
Bldg 135A, Governors Island, NY 10004,
Comments may also be hand-delivered
to this address.
FOR FURTHER INFORMATION CONTACT:
William C. Heming, Bridge
Administrator, Third Coast Guard
District (212) 668-7994,
SUPPLEMENTARY INFORMATION:
Interested persons are invited to
participate in this proposed rulemaking
by submitting written views, comments,
data, or arguments. Persons submitting
comments should include their name
and address, identify the bridge, and
give reason for concurrence with or for
any recommended change In the
proposal. Persons desiring
acknowledgment that their comments
have been received should enclose a
stamped, self-addressed postcard or
envelope.

The Commander, Third Coast Guard
District will evaluate all
communications received and will
determine a final course of action on the
proposal. The proposed regulations may
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be changed in light of comments
received.

Drafting Information
The drafters of this notice are Ernest J.

Feemster, project manager, and Mary
Ann Ansman, project attorney.
Discussion of Proposed Regulations

Since New Jersey DOT requested half-
hourly openings (from Memorial Day
through-Labor Day) at the Route 35
Bridge, the Coast Guard issued
temporary regulations to evaluate
effects of half-hourly openings.
Temporary regulations were issued
August 5, 1983 through September 15,
1983 allowing the bridge to open only on
the hour and half-hour from 10 a.m. to 8
p.m. on weekends and Labor Day.

No unusual problems were reported
during the evaluation period and
generally favorable comments were
received. Many respondents also
suggested that half-hourly-openings be
extended throughout the week.
However, bridge opening logs show for
1982-83 (exclusive of the evaluation
period) that three or more requests for
openings (from 10 am. to 8 p.m.) only
occur about 2% of the time during the
week. Therefore weekday, half-hourly
openings would provide little benefit for
vehicular traffic.

The Route 35 Bridge has four lanes
and carries a high volume of daytime,
vehicular traffic during the summer
boating season. Vehicular traffic counts,
taken during evaluation of timed
openings, show that an average of about
1380 vehicles cross the bridge per hour
each weekend day (and Labor Day)
from 10 a.m. to 8 p.m. Even though the
bridge has a mumnum 30-foot vertical
clearance in the closed position, there
are still a moderate number of vessels
-(mostly sail) which are unable to transit
under the closed draw. Bridge openings
for these vessels cause traffic "build up"
in the vicinity of the bridge, especially
so on weekends.

No draft, economic evaluation has
been prepared for this action because of
minimal impact of this proposed action.
No economic consequences will accure
to any organization, party or entity.
Expected benefits will be derived in the
form of less vehicular traffic congestion
during peak boating periods without
undue delay to vessels.
Economic Assessment and Certification

These proposed regulations have been
reviewed under the provisions of
Executive Order12291 and have been
determined not to be a major rule. In
addition, these proposed regulations are
considered to be nonsignificant in
accordance with guidelines set out in

the Policies and Procedures for
Simplification, Analysis, and Review of
Regulations (DOT Order 2100.5 of 5-22-
80). As explained above, an economic
evaluation has not been conducted since
its impact is expected to be minimal. In
accordance with section 605(b) of the
Regulatory Flexibility Act (5 U.S.C.
605(b)), it is certified that these rules, if
promulgated, would not have a
significant economic impact on a
substantial number of small entites.
List of Subjects m 33 CFR Part 117

Bridges.

Proposed Regulations
In consideration of the foregoing, the

Coast Guard proposes to amend Part 117
of Title 33, Code of Federal Regulations,
by renumbering the existing § 117.733(b)
through (g) as § 117.733(c) through (h),
respectively and adding a new
§ 117.733(b) to read as follows:

PART 117-DRAWBRIDGE
OPERATION REGULATIONS

§ 117.733 New Jersey Intracoastal
Waterway.

(a) * *
(b) The draw of the Route 35 bndge,

mile 1.1 (Manasquan River) at Brielle
shall open on signal; except that, from
Memorial Day to Labor Day on
Saturdays, Sundays, and federal
holidays from 10 a.m. to 8 p.m. the draw
need only open on the hour and half
hour. The draw shall open at all times as
soon as possible for passage of a public
vessel of the United States, or for a
vessel in distress.
* * * *

(33 U.S.C. 499; 49 CFR 1.46[c](2): 33 CFR 1.03-
1(g)(3)
Dated. June 5,1984.

W. E. Caldwell,
Vice Admiral, U.S. Coast Guard, Commander.
Third Coast Guard Distrct.
[FR Dcc. &-ir5s3 RFd 6-21-94; 8:15 =1
BILUNG CODE 4910-14--"

ENVIRONMENTAL PROTECTION

AGENCY

40 CFR Part 87

[AMS-FRL 2575-7]

Control of Air Pollution From Aircraft
and Aircraft Engines; Exemptions for
Low Production Engines

AGENCY. Environmental Protection
Agency.
ACTION: Notice of proposed rulemaking.

SUMMARY: EPA proposes to grant a
petition submitted by the Aerospace

Industries Association (AA) on August
31, 1933, recommending that the
maximum annual production limit of 20
engines per year be eliminated from the
low production engine pro.isions of the
EPA aircraft engine emission standards.
Several other mnor revisions are also
proposed..
DATE: All comments should be
submitted by July 23,1934 or, if a
hearing is held. vithin 30 days after the
date of the hearing.

Any person requesting a public
hearing on this proposal should submit a
request in writing to the informatfon
contact identified below no later than
July 9,1984. If a hearfng is requested, its
date and location will be announced m
a subsequent Federal Register Notice.
ADDRESS. Interested parties may
participate in this rulemaking by
submitting written comments to the U.S.
Environmental Protection Agency,
Central Docket section (A-130), Attn:
Docket No. A-83-39. 401 M Street, SI,
Washington, D.C. 20460. Two copies of
comments are requested but not
required. The docket may be inspected
between 8 anm. and 4 p.m. on weekdays
and a reasonable fee may be charged for
copying.
FOR FURTHER INFORMATION CONTACT.
Mr. George D. Kittredge (AR-455), Office
of Mobile Sources, U.S. Environmental
Protection Agency, 401 M Street SW.
Washington D.C. 20460. Telephone: (202}
382-4931.
SUPPLEIENTARY INFORMATION:

I. Background
On December 30,1982 EPA isued final

rules which amended emissions
standards applicable to aircraft gas
turbine engines (47 FR 58462). One
change consisted of specifying a number
of situations under which engines could
qualify for exemption from compliance
with emission standards, one ofwhich
exempts engines produced i very low
quantities from compliance with the
standards. The criteria which determine
whether an engine qualifies for
exemption (§ 87.7(b)) are:

(1) A maximum annual production
rate after January 1,1984 of 20 units
covered by the same type certificate;
and
(2) A maximum total production after

January 1.1984, of 200 untis covered by
the same type certificate.

On August 31,1983 AIA submitted a
petition which recommended that the
annual production limit be eliminated,
because some low production engines
are likely to be ordered and built m
quantities above 20 units per year during
their final year or two of production,
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even though the total number built after
January 1, 1984 will not exceed 200.

On September 13,1983 EPA
responded to the AIA petition by
requesting that supporting information
be submitted which shows actual
examples of past and projected future
production rates for engines during their
final years of production. This
information has now been received.
Copies of the AIA petition, the EPA
response and letters from individual
manufacturers in support of the petition
are available in Public Docket A-83-39.

II. Discussion of Issues

A. AIA Petition
The EPA production limits of 20

engines per year and 200 engines total
were derived from comments submitted
on December 2, 1978 by one
manufacturer, General Motors
Corporation, in response to the March
24, 1978 Notice of Proposed Rulemaking
(43 FR 12615).which resulted in the 1982
rulemaking. No doubt the 20 engines per
year projected rate of production was
realistic for that manufacturer at that
time, However, EPA recognizes that a 20
engine per year maximum limit as one
criterion for identifying a "very low
production" engine may not hold for all
engines produced by all manufacturers
today. Review of the information
submitted by manufacturers in support
of the petition appears to verify that this
is the case, with some low production
engines showing a sharp rise in rate of
production during the last few years
they are produced. This may be the
result of customer purchases for
inventory in anticipation of the future
non-availability of engine types
scheduled to be phased out.

The air quality impact of eliminating
the 20 engine per year annual
production limit would consist only of
that represented by giving
manufacturers the flexibility to
apportion segments of their total 200
engine maximum limit over the complete
phaseout period in any way necessary
to respond to consumer demand. As an
extreme example, if a manufacturer
chose to build all of its 200 engines in
1984, their lifetime emissions will be
compressed into a shorter time span and
the annual emissions throughout that
time span would be higher than would
be the case if it built only 20 engines for
each of 10 consecutive years starting
with 1984. The lifetime emissions in
either case would of course be the same.

The available production estimates
suggest that the most likely emissions
impact would consist only of minor
fluctuations above and below that
corresponding to a 20 engine production

rate, and that the air quality
implications would be negligible.
Therefore there is no air quality impact
which would justify a decision to reject
the AIA recommendation to eliminate
the 20 engine per year annual
production limit, when balanced against
the anticipated production scheduling
problems which it may impose,-together
with possible lost sales.

It appears that the available
information supports a decision to
respond affirmatively to the ALA
recommendation. Therefore, EPA is
proposing to eliminate the 20 engine per
year limit as a criterion which must be
met for an engine to qualify for
exemption from emission standards on
the basis of very low production.

B. Other Issues
Two other minor amendments are

proposed, the first of which concerns the
wording of the fuel venting"applicability" provisions of § 87.10,
which had been drastically shortened in
the 1982 amendments in an attempt to
be more concise. In doing so, the original
intent of this provision was

;'unintentionally altered by making it
appear that only in-use engines built
after 1974 must comply, and by omitting
the distinction between engines
manufactured after January 1, 1974 and
January 1, 1975, respectively. While
these items may appear unimportant
after a ten year lapse m time, they do
complicate the enforcement of the fuel
venting standards by the Federal
Aviation Administration (FAA), which
must consider-the actual production
dates and in-use histories of individual
engines manufactured after the 1974 and
1975 dates of compliance as well as of
older engines which were retrofitted to
comply. Accordingly, it is proposed to
return as closely as possible to the
original wording of § 87.10, with due
allowance for changes in engine
classifications, to explicitly show the
compliance schedule for new and in-use
engines respectively. In addition, the
difference in compliance schedule for
engines rated above and below the 36
kilonewton thrust threshold use in the
original standards to delineate between
commercial and general aviation
applications is clarified. These changes
will improve the consistency in language
between the EPA standards and the
FAA standards published on December
26, 1983 (48 FR 56735) to enforce them.

The second minor proposed
amendment is to revise the test fuel
specifications slightly to broaden the
ranges of allowable naphthalenes
content, hydrogen content, viscosity and
final boiling point values. The proposed
changes will respond to reported

difficulties in procuring fuels meeting
the present specifications, which have
resulted in several requests to FAA by
individual manufacturers for deviations
from these two specification
requirements. While the changes will
result in a difference in test fuel
specifications between the United States
and International Civil Aviation
Organization (ICAO) standards, it Is
believed that ICAO will soon follow
with matching changes.

The revised values for these four fuel
properties will allow wider bands of
acceptability and will be more
representative of fuels available on the
current market. The measured emissions
characteristics should also be more
characteristic of engines operated on
currently available fuels.

IlI. Regulatory Analysis

Under Executive Order 12291 EPA
must judge whether a regulation is
'.'major" and therefore subject to
requirements for a Regulatory Impact
Analysis. This rulemaking is not major
because it will result in annual effects
on the economy of less than $100
million. There are no adverse effects on
competition, productivity, investment,
employment or innovation. For these
reasons EPA has not prepared a formal
Regulatory Impact Analysis.

This proposal has been sent to the
Office of Management and Budget
(OMB) for review pursuant to Executive
Order 12291. Any OMB comments and
EPA responses thereto have been placed
in the docket.

IV Impacts on Reporting Requirements

This proposal does not contain any
information collection requirements
subject to OMB review under the
Paperwork Reduction Act of 1980, 44
U.S.C. 3501 et seq.

V Regulatory Flexibility Act

Under the Regulatory Flexibility Act, 5
U.S.C. 601 et seq., EPA is required to
determine when a regulation will have a
significant effect on a substantial
number of small entities so as to require
a Regulatory Flexibility Analysis.
Because no small entities (as defined by
the Small Business Act) will be affected,
I certify that these amendments will not
have a significant impact on a
substantial number of small entities;
therefore no regulatory flexibility
analysis has been prepared.

List of Subjects in 40 CFR Part 07
Air pollution control, Aircraft,
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Dated: June 14,1984.
William D. Ruckelshaus,

Administrator.
(Secs. 231, 301(a), Clean Air Act as amended
(42 U.S.C. 7571, 6701(a]))

PART 87-[AMENDED]

For the reasons set forth above, 40
CFR Part 87 is proposed to be amended
as follows:

§ 87.7 [Amended]

1. In § 87.7 paragraph (b)(1) is
removed and paragraph (b)(2) is
redesignated as (b)(1).

2. Section 87.10 is revised to read as
follows:
§ 87.10 Applicability.

(a) The provisions of this subpart are
applicable to all new aircraft gas
turbines of classes T3, T8, TSS and TF
equal to or greater than 36 kilonewton
rated output, manufactured on or after
January 1, 1974, and to all rn-use aircraft
gas turbine engines of classes T3, T8,
TSS and TF equal to or greater than 36
kilonewton rated output beginning

-' February 1,1974.
(b) The provisions of this subpart are

also applicable to all new aircraft gas
turbines of classes TP and TF less than
36 kilonewton rated output
manufactured on or after January 1,1975
and to all in-use aircraft gas turbines of
classes TP and TF less than 36
kilonewton rated output beginmng
January 1, 1975.

3. Section 87.61 is revised to read as
follows:
§ 87.61 Turbine Fuel Specifications.

For exhaust emission testing, fuel
meeting the specifications listed below
shall be used. Additives used for the
purpose of smoke suppression (such as
organometallic compounds) shall not be
present.
Property andAllowable Range of
Values

Specific gravity at 15 °C: 0.78-0.82.
Distillation temperature, °C: 10,% boiling

point, 165-201; final boiling Point, 250-
285.

Net heat of combustion, kJ/kg: 42,860-
43,500.

Aromatics, volume %: 15-20.
Naphthalenes, volume %: 1.0-3.0.
Smoke point, mm: 20-28.
Hydrogen, mass %: 13.5-14.0.
Sulfur, mass %: less than 0.3%.
Kinematic viscosity at -20 °C, mm/s:

4.0-6.5.

[FR Doc. 84-16725 Filed 6-21-84: &45 am]
BiLLING COE 6560-50-U

DEPARTMENT OF TRANSPORTATION

Federal Railroad Administration

49 CFR Part 215

[FRA Docket No. RSFC-6, Notice 7]

Railroad Freight Car Safety Standards

AGENCY: Federal Railroad
Administration (FRA), Department of
Transportation (DOT).
ACTION: Notice of proposed rulemalung
(NPRM).

SUMMARY: FRA proposes to amend the
Freight Car Safety Standards (49 CFR
Part 215) to clarify the definition of
defective wheels. The amendment
would make a technical correction to
§ 215.103 to eliminate confusion over the
proper measurement of the
extensiveness of discoloration found on
freight car wheels due to an oxidation
process that occurs after a wheel has
been subjected to thermal abuse.
DATES: (1) A public hearing will begin at
10:00 a.m. on July 26,1984.

(2) Prepared statements to be made at
the hearing should be submitted to the
Docket Clerk at least seven days before
the hearing date.

(3] Persons desiring to participate in
the hearing should notify the Docket
Clerk at least seven days before the
hearing.

(4) Written comments concerning this
proceeding must be received not later
than July 31,1984. Comments received
after that date will be considered to the
extent possible without incurring
additional expense or delay.
ADDRESSES: (1) Hearing location Room
2230, Nassif Building, 400 Seventh
Street, SW., Washington, D.C. 20390.

(2) Written comments should be
submitted to the Docket Clerk, Office of
Cluef Counsel, FRA, 400 Seventh Street,
SW., Washington, D.C. 20590. Persons
desiring to be notified that their written
comments have been received by FRA
shall submit a stamped, self-addressed
postcard with their comments. The
Docket Clerk will indicate on the
postcard the date on which the
comments were received and will return
the card to the addressee. Written
comments will be available for
examination, both before and after the
closing date for comments, during
regular business hours in Room 5101 of
the Nassif Building at the above
address.
FOR FURTHER INFORMAATION CONTACT.
Philip Olekszyk, Office of Safety,
Federal Railroad Adminustration,
Washington, D.C. 20590, telephone (202)
426-0897

SUPPLEMENTARY INFORMATION:
Background

A typical railroad freight car wheel is
approximately one-inch thick in the
plate area. If a wheel is subjected to
thermal abuse, the front and back faces
of the plate area receive essentially the
same amount of heat. A consequent
oxidation process then causes
discoloration that appears on both the
front and back plate areas to a
substantially equal extent. To identifv
wheels that have been thermally
abused, the rail industry has historically
relied on a visual observation technique
based on that oxidation process.

Since a wheel that has been thermally
abused presents a significant risk of
sudden failure and consequent
derailment, FRA's Freight Car Safety
Standards (49 CFR Part 215) define such
wheels as defective and prohibit a
railroad from keeping a freight car in
service if it has a defective wheel. In the
absence of effective alternative
detection methods, FRA adopted the
industry's visual observation technique
for Identifying thermally abused wheels
when it issued its original Freight Car
Safety Standards in 1973. Under the
industry's standard, a wheel was not
considered defective unless
discoloration was present on both sides
of the plate area. However, m the
process of proposing and adopting the
initial Freight Car Safety Standards
during 1972 and 1973, FRA inadvertently
used disjunctive wording mn § 215.43 that
had the effect of defining a wheel as
defective if discoloration was present on
either side of a wheel.

Neither the preamble for the proposed
rule nor that for the original final rule
contained any significant discussion of
this provision, and none of the
commenters focused on its disjunctive
language. In 1974, responding to a
petition from the Association of
American Railroads for a variety of
changes to the rule, FRA issued a notice
of proposed rulemaking (39 FR 367] in
which FRA proposed to revision of its
definition to conform to a recently
unproved industry standard that was
more specific than the FRA rule. The
revised industry standard, which
continued to require the presence of
discoloration on both faces of the wheel
before a wheel would be considered
defective, was incorporated in FRA's
revision of § 215.43 on July 11, 1974 (39
FR 25497).
Current Rule

In proposing a complete revision of its
standards on January 5, 1979, (44 FR
1419] FRA retained the use of this visual
observation technique, but proposed to
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reduce the area of the wheel face that
must display the discoloration before a
wheel is considbredrdefective, FRA
proposed to consider discoloration that
extended more than four inches, into the
plate area as an indication of thermal
abuse, instead of the more ambiguous,
"one-half the distance to the axle"
language of the earlier rule. In drafting
the proposed regulatory language, FRA
inadvertently revived the use of the
unintended disjunctive wording of the
original rule in attempting to indicate
that, although substantial discoloration
on both sides is required, only one side
of the plate area need exceed the four-
inch criterion for the wheel to be
considered defective under § 215.103(h).
This nartful draftsmanship was
compounded when FRA modified the
proposed language in adopting the final
rule in response to a commenter's
concern that FRA has failed to specify,
the point from which the four-inch
measurement was to be taken: FRA's
final rule, published on December 31,
1979, (44 FR 77328] defined that pomtas
the bottom of the face of the rim. Since it
is physically easier to make such,
measurements on the back side of a-
wheel, FRA usecback-side-of-the-wheel
language in the finarrule, without any
intent to, mandate that procedure
because of safety considerations.

The result of the foregoing errors in
drafting is that the current language,
read literally, has a more restrictive
effect than FRA intended. This lack of
clarity has caused confusion among
those subject to the regulation and
prompted a number of communications-
recently concerning the intent and
appropriate interpretation of the
language contained in § 215.103(h). To
eliminate this confusion and, to state the
agency's intent more clearly; FRA is
proposing to amend § 215.103(h) to
specify that (i) discoloration must be
present on both faces of a freight car
wheel, (ii) measurement can be made on
either face, and (iii) measurements are
to be made from the inner edge of the
wheel, rim.
Public Participation

FRA has interpreted and enforced
§ 215.103(h) in accordance with the
intent stated explicitly in this notice and

implicitly in the current rule.
Consequently, this technical amendment
will impose no new or additional
burdens; indeed it may have the effect of
reducing burdens for those who have
read the'section literally. Although there
is no technical basis for retaining the
current wording, nor safety implication
inherent in revision of the rule language,
FRA believes that all interested parties
should be given an opportunity to
comment on this issue. The opportunity
for public comment will also assist in
identifying and resolvingany problems
that may have resulted from- the
imprecise language of the existing rule.

,Interested persons are invited to
participate in this proceeding by
submitting written data,. views,, or
comnlents. Communications should
identify the regulatory docket number
and the notice number and must be
submitted in triplicate to-the Docket
Clerk, Office of the Chief Counsel,
Federal, Railroad Administration, 400
Seventh Street, SW., Washington, D.C.
20590.

In addition, FRA will hold a public
hearing on this proposal in Washington,
D.C. The pubic hearing will be held
beginning at 10:00 am. on July 26-in
Room 2230 of the Nassif Building,
located at 400 Seventh Street, SW.,
Washington, D.C.
List of Subjects in 49 CFR Part 215

Railroad safety,
Regulatory Impact

This proposed amendment is simply a
technical language change to. eliminate
confusion and would, if adopted, have
no substantive impact. FRA has
evaluated it in accordance with existing
regulatory policies. It is considered to be
nonmajorunder Executive Order 12291
and nonsignificant under DOT policies
and procedures (44 FR 11034; February
26, 19791. Itwill have no economic
impact. Based on these facts, FRA
certifies tht the proposed amendment
will'not have a significant economic
impact on a substantial number of small
entities under the provisions of the
RegulatoryFlexibility Act (5 U.S.C. 601
et seq).

The-proposed amendment will not
have any environmental impact and

does not involve, directly or indirectly,
any information collection requirements.

The Proposed Rule

In consideration of the foregoing, It is
proposed to amend § 215.103 of Part 215
of Title 49, Code of Federal Regulations,
by revising paragraph (h)- to read as
follows:

PART 215-[AMENDED]

§ 215.103 Defective Wheel.

(h) A wheel on the car shows signs of
having been overheated as evidenced by
a reddish brown discoloration, to a
substantially equal extent on both-the
front and the back face of the rim, that
extends on, either face more than four
inches into the place area measured
from the inner edge of the front or back
face of the rim; or,

(Secs. 202 and 208, Federal Railroad Safety
Act of 1970,(45 U.S.C. 431,437): sec. 1.49(n) of
the regulations of the Office of the Secretary,
49 CFR 1,49(n)]

Issued'in Washington, D.C., onJune 14,
1984.
John H. Riley,
Administrator.
IFR Doc. 84-669 Filed 6-Z1-4: 5:4 aoml
BILLING CODE 4910-06-M

DEPARTMENT OF THE INTERIOR

Fish and Wildlife Service

50 CFR Part 20

Migratory Bird Hunting; Supplemental
Proposals for Migratory Game Bird
Hunting Regulations

Correctionr

In FR Doc. 84-15805 beginning on page
24417 in the issue of Wednesday, June
13,1984, make the following correction
on page 24423: In the first column, under
the heading "Flyway Council Meetings!',
the description of the Mississippi
Flyway meeting should read as follows:
"Mississpp Flyway-Collinsvillo, IL
(Hilton Inn) July 28-29"
BILLN CODE 15S-of-N
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Notices Federal Register

VoL 49. No. 122

Friday. June 22. 1934

This section of the FEDERAL REGISTER
contains documents other than rules or
proposed rules that are applicable to the
public. Notices of heanngs and
investigations, committee meetings, agency
decisions and rulings, delegations of
authority, filing of petitions and
applications and agency statements of
organization and functions are examples
of documents appeanng in this section.

DEPARTMENT OF AGRICULTURE

Human Nutrition Board of Scientific
Counselors; Meeting

According to the Federal Advisory
Committee Act of October 6,1972 (Pub.
L. 92-463, 86 Stat. 770-776), the Office of
the Secretary reschedules the following
meeting:

Name: Human Nutrition Board of Scientific
Counselors.

Date: August 9-10,1984.
Time and Place: August 9,1984,1:00-5:00

p.m.; Room 212-E. Administration Building.
U.S. Department of Agriculture,
Independence Avenue, behteen 12th and
14th Streets SW., Washington, D.C.; August

10,1984,8:30 a.m.-3:00 p.m.; Crystal S,
Sheraton Crystal City Hotel 1800 Jefferson
Davis Highway, Arlington. Virginia.

Type of Meeting: Open to the public.
Persons may participate in the meeting as
time and space permiL

Comments: The public may file written
comments before or after the meeting with
the contact person below.

Purpose: To review and advise the
Department as to the scope and quality of the
research carried out at the Human Nutrition
Research Centers in Houston. Texas; Boston.
Massachusetts; San Francisco, California:
Grand Forks, North Dakota; and Beltsville.
Maryland. The board will also prepare an
annual report of its review, including
evaluation and recommendations, to be
submitted to the Secretary of Agriculture.

Contact Person: Anne Winslow,
Confidential Assistant. Office of the
Assistant Secretary for Science and
Education. U.S. Department of Anculture,
Room 217-W, Administration Building.
Washington, D.C. 20250. telephone (202) 447-
5035.

Done at Washington. D.C., this 18th day of
June, 1934.
Orville G. Bentley,
Assistant Secretary; Science and Educatlon.
[FR Dc. 84-133,, Fied &-2i-M: 145 oral
BILLING CODE 3410-01-M

Forest Service

Lincoln National Forest Grazing
Advisory Board; Meeting

The Lincoln National Forest Gramzng
Advisory Board will meet at 9:00 ami.,
July 12,1984, at the Community Center
at Mayhill. The purpose of the meeting
is to provida grazing permittees of the
Lincoln National Forest means for
offering advice and recommendations
concerning:

(a) Review of FY84 Improvement
Projects;

(b) Status of FY84 Allotment
Management Plans;

(c) Management of allotments vithur
the 1974 Spring Burn.

Other items to be discussed include
off-road vehicle use, spruce budworm
project, ten-year grazing permits, New
Mexico Department of Game and Fish
regulations related to off-road vehicle
use for retrieval of game animals.

Dated: June 12. 1934.
Donald E. Cunico,
A cting Forest Supenrsor.
[r D:c,-. - , " C-M-M. &43 am)
B!LLIN3 CODE 3410-11-M

CIVIL AERONAUTICS BOARD

Applications for Certificates of Public Convenience and Necessity and Foreign Air Carrier Permits; Week Ended June 15,
1984

Subpart Q Applications

The due date for answers, conforming application, or motions to modify scope are set forth below for each application.
Following the answer period the Board may process the application by expedited procedures. Such procedures may consist of
the adoption of a show-cause order, a tentative order, or in appropriate cases a final order without further proceedings.

Date fVed DoIel

June 11. 1984.... 42194 Air Via. 1=c. efo Jchl*n W. VupsMn Kca ry & Vau-jhc. 1= Noew H .,7stae X=-, Kro. DW: .Q 42C. ~5Axi-derl N If to t Apcarfcn
of Al Via, Inc. m respoiue to Otde 84-5-93, .'zy 31, 1Gi4.A Nerr"yo Ced ty.%- tj. 1.

June 14.1984- 42286 Zas A:nes of Egypt, c/o Howard G. Fc!drnaN S,=cn. Ws.o & Orrxmt 1211 lV A .. 1, WMel, 0. 2 5.
Apprcatton of Zas A.al-, of Egypt p.rsntt to Sectcr 402 of 04 Azt ard Z±u1 0 ci t1. E:=rs Prccr..e Rc- ,.la-T r, a fcr.Zn mr caner

perr, autronng fe carnage oc prc t and rr.:3 bteiren a pF-=l ps=. in EgyTI ed Hw Ycri Vzn
(a) Greece, ItMy. S.ilzertantt Franco. irelend and tire Ntoedun=zl&
(b) Greece ital. Swiuciand Fcdcrri Rcpubi0of cirrnarry. Urcd rn!--N, trt!=4 a74 tierL.3 i
Zas also rerquest tint it to grancd autthcrity to Cp'cinte cog iarter ZAM =-t t rM cdn~ e nd m: = :rre Ar-zacr mn=1 to Cted by7 .fl-l1 1Z. 124.

Phyllis T. Kaylor,
Secretary.
[FR Doc. 84-16778 Filed 6-21-.' &-45 am]
BILLING CODE 6320-01-4
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[Order 84-6-49; Docket 41961]

iApplication of Airwest International,
Inc., for Certificate

AGENCY: Civil Aeronautics Board.
ACTION: Notice of Order Instituting
Fitness Investigation.

SUMMARY: The Board is instituting the
Airwest International Fitness,
Investigation to. determine if Airwest
International is fit to provide interstate
and, overseas scheduled air
transportation of persons, property, and
mail.
DATES: Persons wishing to file requests
for additional evidence and requests to.
intervene should do so in Docket 41691
by July 5,1984.
ADDRESSES: Request for additional
evidence and requests. to intervene
should be filed in Docket 41691 and
addressed to the Docket Section, Civil,
Aeronautics Board, Washington, D.C.
20428. Copies of such filings should also
be served on Airwest International, Inc.
FOR FURTHEFL INFORMATION CONTACT'
Steven B. Farbman, Bureau of Domestic
Aviation, Civil Aeronautics Board, 1825
Connecticut Avenue, NW., Washington,
D.C. 20428, (202) 673L-5340.

SUPPLEMENTARY INFORMATION: The
complete text of Order 84-6-49 is
available from our Distribution Sedtion,
Room 100, 1825 Connecticut Avenue,
NW., Washington, D.C. 20428. Persons
outside the metropolitan area may send
a postcard request for Order 84-6-49 to
that address.

By the Bureau of Domestic Aviation: June
15,1984.

Phyllis T. Kaylor,
Secretary.
[FR Doc. 84-10779 Filed 6-21-PA: 8:45 am]

BILLING CODE 6320-01-M

COMMISSION ON CIVIL RIGHTS

Florida Advisory Committee Meeting;,
Cancellation

Notice is hereby given, pursuant to the
provisions of the Rules and Regulations
of the U.S. Commission on Civil Rights
that a meeting of the Florida Advisory
Committee to the Commission originally
scheduled for June 29, 1984, at the
Tampa Airport Marriott, Tampa. Florida
(FR Doc. 84-15650 on page 24154) has
been cancelled.

Dated at Washington, DC, June 18,1984.
John I. Binkley,
Advisory Committee Management Officer.
[FR Doc. 84-16678 Filed 6-21-84; 8:45 am]

BILLING CODE 6335-01-M

Arkansas Advisory Committee;
Agenda and Public Meeting

Notice is hereby given, pursuant to the
provisions of the Rules and Regulations
of the U.S. Commission on Civil Rights,
that a meeting of the Arkansas Advisory
Committee to the Commission will
convene at 9:00 a.m. and will end at 5:00
p.m., on July17, 1984, at the Riverfront
Hilton Inn, Argenta West, 2' Riverfront
Place, North Little Rock, Arkansas
72114.The purpose of the meeting isto.
discuss phogram plans.

Persons, desiring additional
information, or planning a presentation
to the Committee, should contact the
Southwestern RegionaLOffice at (512)
229-5570.

The meeting will be conducted
pursuant to the provisions of the Rules
and Regulations of the Commission.

Dated, at Washington, D.C., June1g, 1984.

John 1. Binldey,
Advisory Committee Management Officer.

[FR Doc. 84-16777 Filed 6-21.-8 8.45 am]

BILLING CODE 6335-01-M

Illinois Advisory Committee; Agenda
and Public Meeting

Notice is hereby given, pursuant to the
provisions, of the Rules and Regulations
of the U.S. Commission on Civil Rights,
that a meeting-of the Illinois Advisory
Committee tothe Commissionwill
convene-at 10:30 a.m. and will end at
2:00 p.m., on July 13,1984, at the
Springfield and Sangamon County
Community Action Inc., 1101 South 15th
Street, Conference.Room. Sprngfield,.
Illinois. 62703. The purpose of the
meeting is to plan new projects.

Persons desiring additional
information, or planning a presentation
to the Committee, should contact the
Midwestern Regional Office at. (312),
353-7479.

The meeting will be conducted
pursuant to the provisions of the Rules
and Regulations of the Commission.

Dated dt Washington, D.C., June 19,1984.

John L Binkley,
Advisory Committee Management Officer.
IFR Doc. 84-16775 Filed 6-21-84:8:45 am]

BILLING CODE 6335-01-

Indiana Advisory Committee; Agenda
and Public Meeting

Notice is hereby given, pursuant to the
provisions of the Rules and Regulations
of the U.S. Commission on Civil Rights,
that a meeting of the Indiana Advisory
Committee to the Commission will
convene at 6:30 pam. on July49,1984,
and will end at 12:00 noon, July 20,1984,
at the Fort-Wayne Public Library, 901
Webster Street, Fort Wayne, Indiana
46802. The purpose of the meeting is. to
discuss the status of the proposed block
grantiproject and followup plans
respecting the Fort Wayne School
desegregation issues.

Persons desiring additional
information, or planning a presentation
to the Committee, should contact the
Midwestern Regional Office at (312)
353-7479.

The meeting will be conducted
pursuant ta the provisions of the Rules
an&Regulations of the Commission.

Dated at Washington, D.C., June 18, 1984.
John I. Binidey,
Advisory Committee Management Officer.
[FR Dor- 84-16079 Filed M-Z1-B: &45am]

BILLING CODE 6335-01-M

Nevada Advisory Committee; Agenda
and Public Meeting

Notice is hereby given, pursuant to the
provisions of the Rules and Regulations
of the U.S. Commission on Civil Rights,
that a meeting of the Nevada Advisory
Committee to the Commission will
convene at 10:00 an.m. and will end at
2:00 p.m., on July 13,1984, at the Sands
Hotel and Casino, Board Room,
Arlington at 3rd Street, Reno, Nevada
89501. The purpose of the meeting is to
obtain information on. civil rights issues,
in Washoe County,

Persons desiring additional
information, or planning a presentation
to the Committee, should contact the
Western Regional Office at (213) 688-
3437

The meeting will be conducted
pursuant to. the provisions of the Rules,
and Regulations of the Commission.

Dated at Washington, D.C., June 19, 1984,
JohnI. Binkley,
Advisory Committee Management Officer.
[FR Doc. 84-18774 Filed 8-21-84: 8:45 am]

'BILLING CODE 6335-01-M

West Virginia Advisory Committee;
Agenda and Public Meeting

Notice is hereby given, pursuant to the
provisions of the Rules and Regulations
of the U.S. Commission on Civil Rights,
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that a meeting of the West Virginia
Advisory Committee to the Comrmssion
will convene at 11:45 a.m. and will end
at 3:00 p.m., on July 20,1984, at the West
Virginia Human Rights Commission,
Conference Room, 1036 Quarrier Street,
215 Professional Building, Charleston,
West Virgima 25301. The purpose of the
meeting is to discuss plans for future
projects of the Committee.

Persons desiring additional
information, or planning a presentation
to the Committee, should contact the
Mid-Atlantic Regional Office at (202)
254-6670.

The meeting will be conducted
pursuant to the provisions of the Rules
and Regulations of the Comussion.

Dated at Washington, D.C., June 19. 1984.
John L Binldey, -

Advisory Committee Management Officer.
[FR D.. 84-16778 Filed 6-2i-e4: m5 am]

SILLNG CODE 6335--01-

DEPARTMENT OF COMMERCE
International Trade Administration,
Import Administration

[A-412-0121

Antidumping Postponement of Final
Determination; Choline Chloride From
the United Kingdom

AGENCY: International Trade
Administration, Import Administration,
Commerce.
ACTION: Notice.

SUMMARY: This notice informs the public
that the Department of Commerce (the
Department] has received a request from
counsel for petitioner that the final
determination on choline chloride from
the United Kingdom be postponed to
facilitate a thorough investigation of his
sales below cost of production
allegation, and that the Department has
determined to postpone its final
determination as to whether sales of
choline chloride from the United
Kingdom have occurred at less than fair
value, until not later than September 12,
1984.
EFFECTIVE DATE: June 22, 1984.
FOR FURTHER INFORMATION CONTACT.
David Johnston, Office of Investigations,
ImportAdministration, International
Trade Administration. United States
Department of Commerce, 14th Street
and Constitution Avenue, NW.,
Washington, D.C. 20230; telephone (202)
377-2239.
SUPPLEMENTARY INFORMATION: On
December 5, 1983, the Department of

Commerce published a notice in the
Federal Register that it was initiating.
under section 732(b) of the Act (19
U.S.C. 1673a(b)), an antidumping
investigation to determine whether
choline chloride from the United
Kingdom is being, or is likely to be, sold
at less than fair value. On April 30,1984,
the Department published a negative
preliminary determination (49 FR 18345).
The notice stated that if this
investigation proceeded normally we
would make a final determination by
July 9,1984. Section 735(a)(2](B) of the
Act provides that the Department may
postpone its final determination
concerning sales at less than fair value
if the petitioner requests an extension
after a negative preliminary
determination.

Accordingly, the Department will
issue a final determination m this case
not later than September12 14. The
hearing originally scheduled for May 24,
1984 has been postponed. The new
hearing date is August 6,1984, at 200
p.m., m Room 3703, Department of
Commerce, 14th Street and Constitution
Avenue, NW., Washington, D.C. "0230.
Individuals who wish to participate in
the hearing must submit a request to the
Deputy Assistant Secretary for Import
Administration, Room 3099B, at the
above address within 10 days of this
notice's publication.

Requests should contain: (1) The
party's name, address, and telephone
number, (2) the number of participants.
(3) the reason for attending, and (4) a list
of the issues to be discussed. In
addition, prehearing briefs in at least 10
copies must be submitted to the Deputy
Assistant Secretary by August 30,1984.
All written views should be filed In
accordance with 19 CFR 353.46, at the
above address and in at least 10 copies
not later than the date established for
the submission of post-hearing briefs
which will be announced at the hearing.
If no hearing is held, all written views
should be submitted not later than
August 20,1984.

This notice is published pursuant to
section 735(d) of the Act.

Dated. June 14.193L
Alan F. Holmer,
Deputy Asszstant Secretary for Import
Administration.

[ L Dar- t4-1=7-5 Filed M5 =1

SIWUNG CODE 3510.0DS-d

[A-588-0321

Large Power Transformers From
Japan; Preliminary Results of
Administrative Review of Antrdumping
Finding

AGENCY: International Trade
AdmiunistrationfImport Administration.
Commerce.
ACTION: Notice of preliminary results of
administrative review of antidumpuig
finding.

SUMMARY: The Department of
Commerce has conducted an
admiunstrative review of the
antidumpig finding on large power
transformers from Japan. The review
covers two of the three known
manufacturers of this merchandise and
consecutive periods from July 1, 1930
through May 31,1933.

As a result of the review because
both firms provided inadequate
responses to the Department's
questionnaire, the Department has
preliminarily determined to assess
dumping duties on those firms' sales
during the periods using the best
information available.

Interested parties are invited to
comment on these preliminary results.

EFFECTwE DATE: June 22.1934.
FOR FURTHER INFORMATION CONTACT:
Michael J. Altier or John R. Kugelman.
Office of Compliance. International
Trade Administration. U.S. Department
of Commerce. Washington. DC 20230,
telephone: (202) 377-3501.
SUPPLEMENTARY INFORMATION:

Backlgound
On June 8,1983, the Department of

Commerce ("the Department'
published m the Federal Register (47 FR
26498) the final results of its last
administrative review of the
antidumping finding on large power
transformers from Japan (37 FR 11773,
June 14, 1972] and announced its intent
to conduct the next administrative
review. As required by section 751 of the
Tariff Act of 1930 C"the TariffAct"], the
Department has now conducted that
administrative review.

Scope of the Review
Imports covered by the revew are

supments of large power transformers
("transformers"), that is. all types of
transformers rated 10,100 KVA (dlovolt-
amperes) or above, by whatever name
designated, used in the generation.
transussion, distribution, and
utilization of electric power. The terni
"transformers" includes, but is not
limited to. shunt reactors,
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autotransformers, rectifier transformers,
and power rectifier transformers. Not
included are combination rectifier-
transformer units, commonly known as
rectiformers, if the entire integrated
assembly is imported in the same
shipment and entered on the same entry
and the assembly has been ordered and
invoiced as a unit, without a separate
price for the transformer portion of the
assembly. Transformers covered by this
finding are currently classifiable under
items 682.0755,.682.0765, and 682.0775 of
the Tariff Schedules of the United States
Annotated.

The review covers two of the three
known manufacturers of Japanese large
power transformers, Hitachi, Ltd. and
Tokyo Shibaura Electric Co., Ltd.
("Toshiba") and consecutive periods
from July 1, 1980 through May 31, 1983.
We will cover the third firm, Fuji
Electric Co., Ltd., in a separate notice.

Hitachi and Toshiba failed to provide
adequate responses to our
questionnaire. For those non-responsive
firms we used the best information
available for assessment and estimated
antidumping duties cash deposit
purposes. The best information
available includes information from the
U.S. Customs Service and the petitioner,
Westinghouse Electric Corporation.
Preliminary Results of the Review

As a result of our reveiw, we
preliminarily determine that the
following margins exist:

Manufacturer Period (prn
___________________ _______________ cent)

Hitachi .............................. 07101180-07/23/81 12.09
07124/81-05/31183 '12.09

Toshiba ................. 07101/80-10/17181 '8.65
10/18181-05/31182 27.50
06101182-05131/83 '27.50

3 No shipments during the period.

Interested parties may submit written
comments on these preliminary results
within 30 days of the date of publication
of this notice and may request
disclosure and/or a hearing within 10
days of the date of publication. Any
hearing, if requested, will be held 45
days after the date of publication or the
first workday thereafter. Any request for
an administrative protective order must
be made no later than 5 days after the
date of publication. The Department will
publish the final results of the
administrative review including the
results of its analysis of any such
comments or hearing.

The Department shall determine, and
the Customs Service shall assess,
dumping duties on all appropriate
entries. The Department will issue

appraisement instructions directly to the
Customs Service.

Further,.as provided for by § 353.48(b)
of the Commerce Regulations, a cash
deposit of estimated antidumping duties
based upon'the most recent of the above
margins shall be required for those
firms. For any future entries from a new
firm not covered in this or prior reviews,
whose first shipments of transformers
occurred after May 31, 1983 and who is
unrelated to any reviewed firm, a cash
deposit of 10.63 percent shall be
required. These deposit requirements
are effective for all shipments of
Japanese large power transformers
entered, or withdrawn from warehouse,
for consumption on or after the date of
publication of the final results of this
administrative review.

This administrative review and notice-
are in accordance with section 751(a)(1)
of the Tariff Act (19 U.S.C. 1675(a)(1))
and § 353.53 of the Commerce
Regulations (19 CFR 353.53).

Dated: June 18, 1984.
Alan F. Holner,
DeputyAssistant Secretary for Import
Adminstration.
[FR Doe. 84-16042 Filed 6-21-84; 45 am]

BILLNG CODE 3510-DS-M

Perchlorethylene From France;
Preliminary Results of Administrative
Review of Antidumping Finding and
Intent To Revoke

AGENCY: International Trade
Administration/Import Administration,
Commerce.
ACTION: Notice of preliminary results of
administrative review of antidumping
finding and intent to revoke,

SUMMARY: The Department of
Commerce has conducted'an
administrative review of the
antidumping finding on perchlorethylene
from France. The review covers the one
known exporter of this merchandise to
the United States, Atochem, and the
period May 19,1983 through August 19,
1983, the date of publication of our
tentative determination to revoke. There
were no known shipments of this
merchandise to the United States during
the period and there are no known
unliquidated entries.

The Department intends to revoke the
finding on perchlorethylene from France.
Interested parties are invited to
comment on these preliminary results
and intent to revoke.
EFFECTIVE DATE: June 22, 1984.
FOR FURTHER INFORMATION CONTACT:
Arthur N. DuBois or Susan Crawford,
Office of Compliance, International

Trade Administration, U.S. Department
of Commerce, Washington, D.C. 20230,
telephone: (202] 377-1130.
SUPPLEMENTARY INFORMATION:

Background

On February 1, 1984, the Department
of Commerce ("the Department")
published in the Federal Register (49 FR
4029) the final results of its last
administrative review of the
antidumping finding on perchlorethylene
from France (44 FR 29045, May 18, 1979)
and announced its intent to conduct
immediately the next review. As
required by section 751 of the Tariff Act
of 1930 ("the Tariff Act"), the
Department has now conducted that
administrative review.

Scope of the Review
Imports covered by the review are

shipments of perchlorethylene,,includlng
technical grade and purified grade
perchlorethylene. Perchlorethylene is a
clear water-white liquid at ordinary
temperature with a sweet odor and is
completely capable of being mixed with
most organic liquids, It is a chlorinated
solvent used mainly for drycleaning of
clothing, but is also used in other
applications such as vapor degreasing of
metals. Such merchandise is currently
classifiable under item 429.3400 of the
Tariff Schedules of the United States
Annotated.

The review covers the one known
exporter of French perchlorethylene to
the United States, Atochem, and the
period May 19, 1983 through August 19,
1983. There were no known shipments of
this merchandise to the United States
during the period and there are no
known unliquidated entries.

Preliminary Results of the Review and
Intent To Revoke

As a result of our review, we intend to
revoke the finding on perchlorethylene
from France. Atochem has not shipped
this merchandise to the United States
from May 18, 1979, the date of the
finding, through August 19, 1983, the
date of our tentative determination to
revoke.

As provided for in § 353.54(e) of the
Commerce Regulations, Atochem has
agreed in writing to an immediate
suspension of liquidation and
reinstatement of the finding (as an
order) if circumstances develop which
indicate that perchlorethylene
manufactured by Atochem and
thereafter imported into the United
States is being sold by Atochem at less
than fair value. If this revocation Is
made final it will apply to all
unliquidated entries of this merchandise
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entered, or withdrawn from warehouse,
for consumption on or after August 19,
1983. The Department shall instruct the
Customs Service to continue to suspend
the liquidation of entries pending the
Department's final deternunation of
whether or not to revoke the finding.

Interested parties may submit written
comments on these preliminary results.
and intent to revoke within 3a days of
the date of publication of this notice and
may request disclosure and/or a hearing
within 10 days of the date of
publication. Any hearing, if requested.
will be held 45 days after the date of
publication or the first workday
thereafter.The Department will publish
the final results of the administrative
review including the results of its
analysis of any such comments or
hearing.

This administrative review, intent to
revoke, and notice armm accordance
with sections 751 (a)(1) and (c) of the
Tariff Act(19 U.S.C. 1675 (a)(1), (c)) and
§ § 353.53 and 353.54 of the Commerce
Regulations (19 CFR353.53, 353.54].

Dated:-June 15.1984.
Alan F. Holmer,
DeputyrAssistant Secretary or Import
Administration.
[FR Doc- 84-16694Yided 6-2t-- 8:45 amI

BILLING CODE351-1-S-MK

[A-428-0611

Precipitated Barium Carbonate From
the Federal Republic of Germany; Final
Results of Adminitrative Review of
Antidumping Duty Order
AGENCY: International Trade
Administration/Import Administration.
Commerce.
ACTION: Notice of final results of
administrative review of antidumping
duty order.

SUMMARY: On February 24, 1984, the
Department of Commerce published the
preliminary results of its administrative
review of the antidumping duty order on
precipitated barium carbonate from the
Federal Republic of Germany. The
review covers the two known
manufacturers and/or exporters of this
merchandise to the United States and
generally the period February 18,1981
through June 30, 1982.

We gave interested parties an
opportunity to submit oral or written
comments on the preliminary results. At
the request of E. Merck, a manufacturer/
exporter, we held a public hearing on
April 16, 1984. Based on our analysis of
the comments received, the final results
remain unchanged from those presented
in the preliminary results of review.

EFFECTIVE DATE: June 22,1984.

FOR FURTHER INFORMATION CONTACT.
John M. Andersen or David R. Chapman.
Office of Compliance, International
Trade Administration, U.S. Department
of Commerce. Washington, D.C. 20.30,
telephone: (202) 377-2923.
SUPPLEMENTARY INFORMATION:

Background

On February 24i 1984, the Department
of Commerce ("the Department")
published in the Federal Register (49 FR
6957-8) the preliminary results of its
administrative review of the
antidumping duty order on precipitated
barium carbonate from the Federal
Republic of Germany (46 FR 32864, June
25.1981). The Department has now
completed that adminstrative review.

Imports covered by the review are
shipments of precipitated barium
carbonate, a chemical compound
(BaCOn), currently classifiable under
item 472.0600 of the Tariff Schedules of
the United States Annotated.

The review covers the two known
manufacturers and/or exporters of
German precipitated barium carbonate
to the United States and generally the
period February 18,1981 through June
30, 1982.

Analysis of Comments Received

We gave interested parties an
opportunity to submit oral or written
comments on the preliminary results. At
the request of one of the respondents. E.
Merck, we held a public hearing on
April 16, 1984.

Comment 1: Merck and EM Science,
Merck's subsidiary, contend that prices
for sales to the United States were
established in good faith because those
prices were set by market conditions in
the United States for barium carbonate.
Such prices were acceptable to Merck
because they included a reasonable
margin of profit.

Department's Position: Dumping is not
determined by profit margins, or the
lack thereof. Under certain market
conditions, a firm may actually
maximize profits by engaging in price
discrimination in various markets. Sales
at less than fair value occur if a firm's
ex-factory packed price to the United
States is less than the foreign market
value of such or similar merchandise.

Comment 2: Merck maintains that its
exports did not injure any U.S. industry.
Moreover, Merck points out that it
manufactures several grades of barium
carbonate. Guaranted reagent grade is

the onlv grade sold by Merck through
EM Science. Merck argues that
guaranteed reagent grade barium
carbonate was not actually covered by
the original antidumpmg order.

Department's Position: Questions
concerning injury to a United States
industry are within the jurisdiction of
the U.S. International Trade
Coinussion and are not of concern to
the Department.

On matters concerning the scope of a
finding or order, our primary bases for
determining whether a product is
covered are the descriptions of the
products contained in the petition. the
initial investigation, and the
International Trade Commission,
Treasury. or Commerce determinations.

When, because of vagueness in the
description of the product, we cannot
make a determination concerning the
scope of a finding or order based upon
the documentation mentioned above, we
use four additional criteria to make a
determination on scope.

These criteria are:
1. The physical characteristics of the

merchandise;
2. The uses for which the merchandise

is imported:
3. The expectations of the ultimate

purchaser,
4. The channels of trade in which the

merchandise moves.
With respect to guaranteed reagent

grade barium carbonate, we did not
consider it necessary to use the four
criteria because the order clearly covers
all precipitated barium carbonate.

Comment 3: Merck argues that the
Department failed to take into account
that the home market sales were of pre-
packaged precipitated barium carbonate
in quantities of 250 grams to one kilo,
whereas the United States sales were of
bulk quantities in fifty kilo drums. The
pre-packed quantities sold in the home °

market are directly sold to laboratories
for consumption. whereas the larger
quantity U.S. sales are to bulk users who
reanalyze the chenucal, repackage it
with their own labels, or use the
chemical in the manufacture of other
products. Thus, the Department's chosen
comparisons are inappropriate.

Department's Position: Merck has not
adequately quantified an adjustment
based on differences in levels of trade,
as required by § 353.11 of the Commerce
Regulations, now shown either evidence
of quantity discounts or cost savings due
to the larger quantities sold to the U.S.

Therefore, we have not made an
adjustment to the foreign market value
for differences in level of trade or
differences in quantities.
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Final Results of the Review

After analysis of all the comments
received, the final results of our review
are the same as those presented in the
preliminary results of review, and we
determine that the following margins
exist:

Manufacturer/exporter [ Time penod , I rgn,(percent)

Kal-Chemie AG ................. 6125181-6130182 0
E. Merck . .... 2118/81-6/30/82 39.36

The Department shall determine, and
the Customs*Service shall assess,
antidumping duties on all appropriate
entries. Individual differences between
United States price and foreign market
value may vary from the percentage
stated above. The Department will issue
appraisement instructions on each
exporter directly to the Customs Service.

Further, as provided for by § 353.48(b)
of the Commerce Regulations, a cash
deposit of estimated antidumping duties
based on the above margins shall be
required for these firms. For future
entries from a new exporter not covered
in this or prior reviews, whose first
shipments occurred after June 30, 1982,
and who is unrelated to any reviewed
firm, a cash deposit of 39.36 percent
shall be required. These deposit
requirements are effective for all
shipments of German percipitated
barium carbonate entered, or withdrawn
from warehouse, for consumption on or
after the date of publication of this
notice and shall remain in effect until
publication of the final reuslts of the
nbxt administrative review. The
Department intends to begin
immediately the next adrmnstrative
,review.

The Department encourages
interested parties to review the public
record and submit applications for
protective orders as early as possible
after the Department's receipt of the
requested information.

This administrative review and notice
are in accordance with section 751(a)(1)
of the Tariff Act of 1930 (19 U.S.C.
1675(a)(1)) and § 353.53 of the Commerce
Regulations (19 CFR 353.53).

Dated: June 14, 1984.

Alan F. Holmer,
DeputyAssistant Secretaryfor import
Administration.

[FR Dec. 84-16695 Filed 6-21-4; 845 am]

BILLING CODE 3510-DS-M

[A-588-014]

Tuners (of the Type Used in Consumer
Electronic Products) From Japan;
Preliminary Results of Administrative
Review of Antidumping Finding and
Tentative Determination To Revoke in
Part

AGENCY: International Trade
Administration, Commerce.
ACTION: Notice of preliminary results of
administrative review of antidumping
finding and tentative determination to
revoke in part.

SUMMARY: The Department of
Commerce has conducted an
administrative review of the
antidumping finding on tuners (of the
type used in consumer electronic
products) from Japan. The review covers
39 of the 65 known manufacturers and/
or exporters of this merchandise to the
United States currently covered by the
finding and various periods through
November 30, 1982. The review indicates
the existence of dumping margins in
particular periods for certain firms.

As a result of the review, the
Department has preliminarily
determined to assess dumping duties
equal to the calculated differences
between United States price and foreign
market value on each of their sales
during the periods of review. Where
company-supplied information was
inadequate or firms failed to respond to
our questionnaire, we used the best
information available for assessment
and estimated antidumping duties cash
deposit purposes.

The Department has also tentatively
determined to revoke the finding with
respect to Alps Electric Co., Ltd., Hitachi
Ltd., Mitsumi Electric Co., Ltd., and
Nippon Electric Company.

Interested parties are invited to
comment on these preliminary results
and tentative determination to revoke in
part.
EFFECTIVE DATE: June 22, 1984.
FOR FURTHER INFORMATION CONTACT.
Edward F Haley or John R. Kugelman,
Office of Compliance, International
Trade Administration, U.S. Department
of Commerce, Washington, D.C. 20230,
telephone: (202) 377-3601.
SUPPLEMENTARY INFORMATION:

Background

On December 12, 1970, the Treasury
Department ("Treasury") published in
the Federal Register as Treasury
Decision 70-257 (35 FR 18914) an
antidumping finding with respect to
tuners (of the type used in consumer
electronic products) from Japan.
Susequently, Treasury modified the

I - ". _ ml,
25652

finding to exclude tuners produced and/
or sold by the following companies:
Matsushita Electric Industrial Co., Ltd.

and Matsushita Electric Trading Co.,
Ltd., T.D. 75-80 (40 FR 14591, 4/2/75);

Victor Company of Japan Ltd., T.D. 75-
80 (40 FR 14591, 4/2/75);

Sanyo Electric Co., Ltd. and Sanyo
Electric Trading Co., Ltd., T.D. 70-215
(41 FR 32421, 8/3/76);

Tokyo Shifaura Electric Co., Ltd.
(Toshiba), T.D. 76-143 (41 FR 21185, 5/
24/76);

Sony Corporation of Japan, T.D. 77-26
(42 FR 2501, 1/12/77),
On January 19, 1977, Treasury

published a tentative revocation of the
antidumping finding in the Federal
Register (42 FR 3725).

On January 1, 1980, the provisions of
title I of the Trade Agreements Act of
1979 became effective. Title I replaced
the provisions of the Antidumping Act of
1921 ("the 1921 Act") with a new title
VII to the Tariff Act of 1930 ("the Tariff
Act"). On January 2,1980, the authority
for administering the antidumping duty
law was transferred from Treasury to
the Department of Commerce ("the
Department"). The Department
published in the Federal Register of
March 28, 1980 (45 FR 20511) its intent to
conduct'administrative reviews of all
outstanding dumping findings. On
February 8,1984, the Department
published in the Federal Register (49 FR
4811) a partial revocation of the finding
with regard to merchandise from the
Sharp Corporation. As required by
section 751 of the Tariff Act, the
Department has now conducted an
administrative review of the
antidumping finding on tuners (of the
type used in consumer electronic
products) from Japan. The substantive
provisions of the 1921 Act and the
appropriate Customs Service regulations
apply to all unliquidated entries made
prior to January 1, 1980,
Scope of the Review

Imports covered by the review are
shipments of tuners (of the type used in
consumer electronic products)
consisting primarily of television
receiver tuners and tuners used in radio
receivers such as household radios,
stereo and high fidelity radio systems,
and automobile radios, They are
virtually all in modular form, aligned,
and ready for simple assembly into the
consumer electronic product for which
they were designed. The term.,consumer electronic products" relates
to television sets, radios, and other
electronic products of a type commonly
bought at retail by household
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consumers, whether or not used in or
around the household. Excluded are
complete stereophonic tuners which are
consumer products themselves, but not
excluded are modular-type stereophonic
tuners, which are intended to become
component parts of such stereophonic
tuners. These tuners are currently
classifiable under items 685.1700 and
685.2976 of the Tariff Schedules of the
United States Annotated.

The review covers 39 of the 65 known
manufacturers and/or exporters of
Japanese tuners to the United States
currently covered by the finding and
various periods through November 30,
1982. We are deferring our review of the
remaining 26 firms until a subsequent
administrative review.

Seventeen firms failed to respond to
our questionnaire or provided
inadequate responses to our
questionnaire'for certain periods. We
could not locate three firms. For those 20
non-responsive firms we used the best
information available to determine the
assessment and estimated antidumping
duties cash deposit rates. The best
information available is the highest rate
for responding firms with shipments
during the applicable period.

Nineteen firms did not ship this
merchandise to the United States during
certain periods. For these firms the
estimated antidumping duties cash
deposit rate will be the last margin
found for each firm or the margin found
for the fair value investigation.

Treasury's tentative revocation of the
finding was based on reports of de
minimis antidumping assessments on
shipments of this merchandise to the
United States by only 12 firms.
Subsequent review of entry records
indicates that a number of shipments
during periods prior to the date of the
tentative revocation (January 19, 1977),
covered by assessment instructions
("master lists") issued prior to January 1,
1980, have not been appraised, and the
extent of possible antidumping duties
liabilities is unknown. Therefore, we
will not consider Treasury's tentative
revocation of the entire finding during
this administrative review.

United States Price
In calculating United States price the

Department used purchase price or
exporter's sales price ("ESP"), as
defined in section 772 of the Tariff Act
or sections 203 and 204 of the 1921 Act,
as appropriate. Purchase price was
based on the f.o.b., packed price to
unrelated purchasers in the United
States or to a Japanese trading company
for export to the United States.
Exporter's sales price was based on the

delivered, packed price to the first
unrelated purchaser in the United
States. Where applicable, we made
deductions for foreign and U.S. inland
freight, ocean freight, insurance, foreign
shipping charges, sales commissions to
unrelated parties, U.S. import duties,
U.S. brokerage charges, and the U.S.
subsidiary's selling expenses. No other
adjustments were claimed or allowed.

Foreign Market Value
In calculating foreign market value the

Department used home market price, as
defined in section 773 of the Tariff Act
or section 205 of the 1921 Act, as
appropriate, since sufficient quantities
of such or similar merchandise were
sold in the home market to provide a
basis for comparison. Home market
price was based on the delivered,
packed price to unrelated purchasers
with adjustments, where applicable, for
foreign inland freight and differences in
credit. advertising, packing, and the
physical characteristics of the
merchandise. We made further
adjustments for indirect selling
expenses to offset U.S. selling expenses
for ESP calculations. We denied claimed
adjustments for education expenses and
a "subsidy," because they are not selling
expenses. No other adjustments were
claimed or allowed.
Preliminary Results of the Review and
Tentative Determination To Revoke in
Part

As a result of our comparison of
United States price to foreign market
value, we preliminarily determine that
the following margins exist:
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The Department has concluded that
Alps Electric Company, Ltd., Hitachi
Ltd., Mitsumi Electric Co., Ltd., and
Nippon Electric Company (NE), made
all sales of tuners (of the type used in
consumer electronic products] to.the
United States at not less than fair value
for at least a two-year period. As
provided for in § 353.54(e) of the
Commerce Regulations, the firms have
agreed in writing to an immediate
suspension of liquidation and
reinstatement -in the finding if
circumstances develop which indicate
that tuners manufactured and exported
to the United States by Alps, Hitachi,
Mitsumi, or NEC are being sold at less
than fair value.

Therefore, we tentatively determine to
revoke the finding on Japanese tuners
(of the type used on consumer electromc
products] with regard to Alps, Hitachi,
Mitsumi, and NEC. If this partial
revocation is made final, it will apply to
all unliquidated entries of this
merchandise manufactured and
exported by Hitachi or NEC and
entered, or withdrawn from warehouse,
for consumption on or after January 19,
1977 and it will apply to all unliquidated
entries of this merchandise
manufactured and exported by Alps or
Mitsumi and entered, or withdrawn from
warehouse, for consumption on or after
the date of publication of this notice.

Interested parties may submit written
comments on these preliminary results
and tentative determination to revoke in
part within 30 days of the date of
publication of this notice and may
request disclosure and/or a hearing
within 10 days of the date of
publication.,Any hearing, if requested,
will be held 45 days after the date of
publication or the first workday
thereafter. Any request for an
administrative protective order must be
made no later than 5 dais after the date
of publication. The Department will
publish the final results of the
administrative review including the
results of its analysis of any such
comments or hearng.

The Department shall determine, and
the Customs Service shall assess,
dumping duties on all appropriate
entries. Individual differences between
United States price and foreign market
value may vary from the percentages
stated above. The Department will issue
appraisement instructions directly to the
Customs Service.

Further, as provided for by § 353.48(b)
of the Commerce Regulations, the
Department shall require a cash deposit
of estimated antidumping duties based
upon the most recent of the above
margins for those firms. For any future

entries from a new exporter not covered
in tis review, whose first shipments of
tuners (of the type used in consumer
electromc products) occurred after
November 30,1982, and who is
unrelated to any reviewed firm, we shall
not require a cash deposit. These
deposit requirements are effective for all
shipments of Japanese tuners (of the
type used in consumer electromc
products) entered, or withdrawn from
warehouse, for consumption on or after
the date of publication of the final
results of this review.

This administrative review, tentative
determination to revoke in part, and
notice are in accordance with sections
751 (a)(1) and (c) of the Tariff Act (19
U.S.C. 1675 (a)(1], (c)) and §§ 353.53 and
353.54 of the Commerce Regulations (19
CFR 353.53, 353.54].

Dated: June 16,1984.
Alan F. Holmer,
Deputy Assistant Secretary for Import
Adminstration.
[FR Doc. 84-16697 Filed 6-21-84; &45 am]
BILWNG CODE 3Sl0-DS-M

[A429-101]

Unrefined Montan Wax From the
German Democratic Republic; Final
Results of Administrative Review of
Antidumping Duty Order

AGENCY: International Trade
Admimstration/Import Administration,
Commerce.
ACTION: Notice of final results of
administrative review of antidumping
duty order.

SUMMARY: On-April 30,1984, the
Department of Commerce published the
preliminary results of its administrative
review and tentative determination to
revoke the antidumping duty order on
unrefined montan wax from the German
Democratic Republic. The review covers
the one known exporter of this
merchandise to the United States and
the period September 1, 1982, through
August 31, 1983.

We gave interested parties an
opportunity to submit oral or written
comments on the preliminary results
and tentative determination to revoke.
We received no comments. Based on our
analysis, the final results of our review
are the same as the preliminary results.
EFFECTIVE DATE: June 22,1984.
FOR FURTHER INFORMATION CONTACT:
Laurie A. Lucksmger or Susan M.
Crawford, Office of Compliance,
International Trade Administration, U.S.
Department of Commerce, Washington,
D.C. 20230, telephone: (202) 377-1130.

SUPPLEMENTARY INFORMATION:

Background

On April 30,1984, the Department of
Commerce ("the Department")
published in the Federal Register (40 FR
18843-18844] the preliminary results of
its administrative review and tentative
determination to revoke the
antidumping duty order on unrefined
montan wax from the German
Democratic Republic (the GDR) (46 FR
45177-45178, September 10, 1981). The
Department has now completed that
administrative review.

Scope of the Review

Imports covered by the review are
shipments of unrefined montan wax
which is a non-oxidized mineral
extracted from lignite, not advanced
beyond extraction or cleaning by
solvent. This product is primarily used
as a flow agent in one-time carbon Ink
formulas. It is also used for producing
polishes, mold release agents for
casting, and is currently classifiable
under item 494.2000 of the Tariff
Schedules of the United States
Annotated.

The review covers the one known
exporter of unrefined montan wax from
the GDR to the United States, VEB
Braunkohlenwerk "Gustav Sobottka",
and the period September 1, 1982,
through August 31,1983.

Final Results of the Review
We gave interested parties an

opportunity to comment on the
preliminary results and tentative
determination to revoke. The
Department received no written
comments or requests for a hearing,
Based on our analysis, the final results
of our review are the same as the
preliminary results, and we determine
that no dumping margins exist for the
period. I

The Department shall instruct the
Customs Service not to assess
antidumping duties on appropriate
entries. Further, the Department shall
not reguire a cash deposit of estimated
antidumping duties, as provided for in
§ 353.48(b) of the Commerce
Regulations, on any shipments of
unrefined montan wax from the GDR
entered, or withdrawn from warehouse,
for consumption on or after the date of
publication of this notice and this
requirement shall remain in effect until
publication of the final results of the
next administrative review. The
Department intends to begin
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unimediately the next administrative
review.

We will examine exports by Gustav
Sobottka made during the period
September 1,1983, through April 30,
1984, the date of our tentative
determination to revoke the order, in our
next adminstrative review.

The Department encourages
interested parties to review the public
record and submit applications for
protective orders, if desired, as early as
possible after the Department's receipt
of the information during the next
administrative review.

This administrative review and notice
are in accordance with section 751(a)(1)
of the Tariff Act of 1930 (19 U.S.C.
1675(a)(1)) and § 353.53 of the Commerce
Regulations (19 CFR 353.53).

Dated: June 15,1984.
Alan F. Holmer,
DeputyAssistant SecretaryforImport
Adminstration.
[FR Do= 84-16M Filed 6-21--84:8:45 am]
BILUING CODE 3510-DS-M

[C-351-0211

Countervailing Duty Order, Certain
Carbon Steel Products From Brazil

AGENCY: International Trade
Administration, Commerce.
ACTION: Notice.

SUMMARY: In separate investigations,
the Wnited States Department of
Commerce (the Department) and the
United States International Trade
Commission (ITC) have determined that
certain carbon steel products from Brazil
are receiving benefits which constitute
subsidies within the meamng of the
countervailing duty law and that certain
carbon steel products from Brazil are
materially injuring a United States
industry. Additionally, although the
Department found that "critical
circumstances" existed with respect to
certain carbon steel products from
Brazil, the ITC found that "critical
circumstances" did not exist in this
case. Therefore, based on these findings,
all entries, or withdrawals from
warehouse, for consumption, of certain
carbon steel products from Brazil made
on or after February 10, 1984, the date on
which the Department published its
notice of "Preliminary Affirmative
Countervailing Duty Determinations" in
the Federal Register, will be liable for
the possible assessment of
countervailing duties. Furthermore, a
cash deposit of estimated countervailing
duties must be made onall such entries,
and withdrawals from warehouse, for
consumption, on or after the date of

publication of this order m the Federal
Register.

Since the ITC made a negative finding
regarding "critical circumstances" under
section 705(b)(4)(A) of the Tariff Act of
1930, as amended (the Act) [19 U.S.C.
1671d(b)(4)(A)], the suspension of
liquidation, previously ordered 90 days
retroactively from the date on which the
Department published its notice of
"Preliminary Affirmative Countervailing
Duty Determinations" m the Federal
Register, is no longer in effect.
Therefore, customs officials will be
directed to terminate any retroactive
suspension of liquidation, release any
bond or other security, refund any cash
deposit, and liquidate all entries, or
withdrawals from warehouse, for
consumption, of certain carbon steel
products from Brazil made before
February 10, 1984.
EFFECTIVE DATE: June 22,194.

FOR FURTHER INFORMATION CONTACT.
Alain Letort, Office of Investigations,
Import Administration, International
Trade Administration, U.S. Department
of Commerce, 14th Street and
Constitution Avenue, NW., Washington.
D.C. 20230; telephone: (202) 377-5050.
Scope of Investigations

The merchandise covered by this
order consists of certain carbon steel
products, which are described in the
Appendix to this notice.

In accordance with section 703 of the
Act (19 U.S.C. 1671b), on February 10,
1984, the Department published its
preliminary determinations that there
was reason to believe or suspect that
certain carbon steel products from Brazil
received benefits which constitute
subsidies within the meaning of the
countervailing duty law (49 FR 5157). On
March 29,1984, in accordance with
section 703(e) of the Act [19 U.S.C.
1671b(e)], the Department published its
preliminary determnation that "critical
circumstances" existed with respect to
imports of certain carbon steel products
from Brazil (49 FR 13726). In accordance
with section 705 of the Act (19 U.S.C.
1671d), on April 26,1984, the Department
published its final determinations that
these imports are being subsidized and
that "critical circumstances" exist with
respect to these imports (49 FR 17988).

On June 11, 1984, in accordance with
section 705(d) of the Act [19 U.S.C.
1671d(d)], the ITC notified the
Department that such importations are
materially injuring a United States
industry. The ITC made a negative
determination regarding "critical
circumstances."

Therefore, in accordance with
sections 706 and 751 of the Act (19

U.S.C. 1671e and 1675). the Department
directs United States Customs officers to
assess, upon further advice by the
administering authority pursuant to
section 708(a)(1) of the Act [19 U.S.C.
1671e(a)(1)], countervailing duties equal
to the amount of the net subsidy for all
entries of certain carbon steel products
from Brazil. These countervailing duties
will be assessed on certain carbon steel
products entered, or withdrawn from
warehouse, for consumption, on or after
Febrpary 10,1984. the date on wich the
Department published its notice of
"Preliminary Affirmative Countervailing
Duty Determinations" in the Federal
Register.

The Department further directs United
States Customs officers to terminate any
retroactive suspension of liquidation.
release any bond or other security,
refund any cash deposit, and liquidate
all entries, or withdrawals from
warehouse, for consumption, of certain
carbon steel products from Brazil made
before February 10,1934.

On and after the date of publication of
this notice. United States Customs
officers must require, at the same time
as importers would normally deposit
estimated Customs duties on this
merchandise, a cash deposit equal to the
estimated net subsidy as listed in the
table below:
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These determinations constitute a
countervailing duty order with respect
to certain carbon steel products from
Brazil. pursuant to section 706 of the Act
(19 U.S.C. 1671e) and § 355.36 of the
Commerce Regulations (19 CFR 355.36).

We have deleted from the Commerce
Regulations Annex I to 19 CFR Part 355,
which listed countervailing duty findings
and orders currently in effect. Instead.
interested parties may contact the
Office of Information Services, Import
Administration. for copies of the
updated list of orders currently in effect.

Notice of Review

In accordance with section 751(a)(1)
of the Act [19 U.S.C. 1675(a](1)], the
Department hereby gives notice that it is
commencing an administrative review of
this order on June 22,1934. For further
information regarding this review,
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contact Mr. Richard Moreland (202) 377-
2786.

This notice is published in accordance
with section 706 of the Act (19 U.S.C.
1671e) and § 355.36 of the Commerce
Regulations (19 CFR 355.36).

Dated: June 17,1984.
Alan F. Holmer,
Deputy Assistant Secretaryfor Import
Administration.

Appendix
For purposes of these investigations:
1. The term "carbon steel plate in coil"

covers the following hot-rolled carbon steel
products. Hot-rolled carbon steel plate in
coils is a flat-rolled carbon steel product in
coils, 0.1875 mch'or more in thickness and
over 8 inches m width, currently provided for
in item 607.6610 of the Tariff Schedules of the
United States, Annotated (TSUSA).

2. The term "hot-rolleAd carbon steel sheet"
covers the following hot-rolled carbon steel
products. Hot-rolled carbon steel sheet is a
flat-rolled carbon steel product, whether or
not corrugated or crimped and whether or not
pickled: not cold-rolled;not cut not pressed,
and not stamped to non-rectangular shape;
not coated or plated with metal; 0.1875 inch
or more in thickness and over 8 inches in
width and pickled, as currently provided for
in Item 607.8320 of the TSUSA; or under
0.1875 inch in thickness an over 12 inches in
width, whether or not pickled, as currently
provided for in items 607.6710, 607.6720,
607.6730, 607.6740, or 607.8342 of the TSUSA.
PLEASE NOTE THAT THE DESCRIPTION
OF HOT-ROLLED CARBON STEEL SHEET
INCLUDES SOME PRODUCTS CLASSIFIED
AS PLATE IN THE TSUSA.

3. The term "cold-rolled carbon steel
sheet" I covers the following cold-rolled
carbon steel products. Cold-rolled carbon
steel sheet is a flat-rolled carbon steel
product, whether or not corrugated or
crimped, whether or not painted or varmshed
and whether or not pickled; not cut, not
pressed and not stamped to non-rectangular
shape; not coated or plated with metal; over
12 inches in width, and 0.1875 or more in
thickness, as currently provided for item
607.8320 of the TSUSA; or over 12 inches m
width and under 0.1875 inches in thickness;
as currently provided for in items 607.8350,
607.8355, or 607.8360 of the TSUSA. PLEASE
NOTE THAT THE DESCRIPTION OF COLD-
ROLLED CARBON STEEL SHEET INCLUDES
SOME PRODUCTS, CLASSIFIED AS
"PLATE" IN THE TSUSA.
IFR Dec. 84-1658 Filed 6-21-84: 8:45 am
BILUNG CODE 3510-DS-M

I "Sheet" Is P generic term used m the steel
Industry for certain-flat-rolled products. We have
used the terms "hot-rolled carbon steel sheet" and"cold-rolled carbon steel sheet" for purposes of
clarity. These products are also known as "hot-
rolled carbon steel flat-rolled products" and "cold-
rolled carbon steel flat-rolled products."

[C-201-018]

Preliminary Affirmative Countervailing
Duty Determination; Lime from Mexico

SUMMARY: We preliminarily determine
that certain benefits which constitute
bounties or grants within the meaning of
the countervailing duty law are being
provided to manufacturers or exporters
in Mexico of lime. The estimated net
bounty or grant for each firm is listed in
the "Suspension of Liquidation" section
of this notice. Therefore, we are
directing the U.S. Customs Service to
suspend liquidation of all entries of lime
from Mexico which are entered, or
withdrawn from warehouse, for
consumption, and to require a cash
deposit or bond on this merchandise in
the amount equal to the estimated net
bounty or grant.

If this investigation proceeds
normally, we will make our final
determination by August 28,1984.
EFFECTIVE DATE: June 22,1984.
FOR FURTHER INFORMATION CONTACT:
Kenneth Haldenstein or Vincent Kane,
Office of Investigations, Import
Administration, Department of
Commerce, 14th Street and Constitution
Avenue, NW., Washington, D.C. 20230,
telephone: (202) 377-4136 or 5414.
SUPPLEMENTARY INFORMATION:

Preliminary Determination
Based upon our investigation, we have

determined that certain benefits which
constitute bounties or grants within the
meaning of section 303 of the Tariff Act
of 1930, as amended (the Act), are being
provided to manufacturers or exporters
in Mexico of Lime, as described in the
"Scope of Investigation" section of this
notice. For purposes of this
investigation, the following programs
are found to confer bounties or grants:
* Fund for the Promotion of Exports of

Mexican Manufactured Products
(FOMEX),

" Import Duty Reductions and
Exemptions

* Fund for Industrial Development
(FONEI)

" Preferential Federal Tax Incentives
(CEPROFI)

" Guarantee and Development Fund for
Medium and Small Industries
(FOGAIN)

* Accelerated Depreciation Allowances
" Certain Equity Infusions
" Loans from the Mexican Trust for

Non-Metallic Minerals.
We preliminary determine the

estimated bounty or grant to be the rate
specified for each company in the
"Suspension of laqudation" section of
this notice.

Case History

On March 21,1984, we received a
petition from the Paul Lime Division of
Can-Am Corporation, Chemical Lime
Inc., Genstar lame Company, and the
United Cement, Lime, Gypsum and
Allied Workers International Union,
AFL-CIO/CLC, filed on behalf of U.S.
lime manuacturers. In compliance with
the filing requirements of § 355.26 of the
Commerce Regulations (19 CFR 355.20),
the petition alleges that manufacturers
or exporters in Mexico of lime receive
bounties or grants within the meaning of
section 303 of the Tariff Act of 1930, as
amended (the Act].

Since Mexico is not a "country under
the Agreement" within the meaning of
section 701(b) of the Act, section 303 of
the Act applies to this investigation.
Because the subject merchandise is
nondutiable and there is no
"international obligation" within the
meaning of section 303(a)(2) of the Act
which requires an injury determination
for nondutiable merchandise from
Mexico, the domestic industry is not
required to allege that, and the U.S.
International Trade Commission is not
required to determine whether, imports
of these products cause or threaten to
cause material injury to a U.S. insustry.

We presented a questionnaire
concerning the allegations to the
government of Mexico in Washington,
D.C. on April 10,1984. On May 21 and
29, 1984, we received responses to the
questionnaire.

Scope of Investigation

The products covered by this
investigation are calcium oxide (CaO),
commonly called quicklime or lime, and
calcium hydroxide (Ca(OH)z), commonly
called hydrated lime or hydrate.
Hydrated lime is currently classified
under 512.1100 of the Tariff Schedules of
the United States Annotated (TSUS;)
and lime, other than hydrated, is
currently classified under TSUSA item
number 512.1400.

There are three known manufacturers
and exporters in Mexico of lime which
export to the United States and eight
other producers that have applied for
exclusion from this investigation. We
have received information from the
government of Mexico regarding
Sonocal, S.A., Mexicana de Cobre, S.A.,
Productos Calizos de Baja California,
S.A. (PCBC), Incalpa, S.A., Materiales
BYM, S.A., Cales de Chiapas, S.A., Cal
de Apasco, S.A., Cales de Puebla, S.A.,
Materales Titan, S.A., Industrias
Quunicas de Yucatan, S.A. (IQY), and
Calteco, S.A.
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The period for which we are
measuring benefits is the most recent
fiscal or calendar year for which we
have complete data, calendar year 1983.
In their responses, the government of
Mexico and respondents provided data
for the applicable period.

Analysis of Programs
Throughout this notice, we have

applied to the facts of the current
investigation general principles
described in detail in the Subsidies
Appendix of the "Final Affirmative
Countervailing Duty Determination and
Countervailing Duty Order. Cold-Rolled
Carbon Steel Flat-Rolled Products from
Argentina"- 49 FR 18006 [April 26,1984).
As per the Subsidies Appendix, we have
used the national average commercial
rate as the benchmark for short-term
peso-denominated borrowing. For this
purpose, we chose the nominal rate
published monthly by the Banco de
Mexico in the Indicadores Economicos
("TE rate"). These rates are the weighted
averages of the rates charged by
commercial banks on peso loans.
Because we lack information to
construct company-specific long-term
benchmarks, we have also used this
benchmark on long-term peso loans as
the best information available. The 'IE"
rate is a representative benchmark for
both short and long-term borrowing
rates because Mexico's recent
inflationary experience has virtually
eliminated all long-term fixed-rate
financing. Long-term loans are generally
provided at variable short-term interest
rates.

As specified in 19 CFR 355.28(a)(3), "if
separate enterprises have received
materially different benefits, such
differences shall also be estimated and
stated." Because of the differences in
the size and structure of the companies
under investigation and in company
usage of the programs determined to
confer bounties or grants, we have
calculated company-specific rates.

We have consistently held that
government provision of. or assistance
in. obtaing.capital or debt does not per
se constitute a subsidy. Government
equity purchases or financial backing
bestows a countervailable benefit only
when it is on terms inconsistent with
commercial considerations. To
determine if such action is commercially
unsound, we review and assess
financial data for the company in
question. With regard to whether a
company is a reasonable equity
investment (a condition we have termed
"equityworthmess"), we examined the
financial ratios, operating profits or
losses and other relevant data to
evaluate the company's current and

future ability to earn a reasonable rate
of return on equity investments.

Based on our examination of these
factors with respect to Sonocal, a
company alleged to be unequityworthy.
we preliminarily determined that this
company was unequityworthy as of
1981. Our examination of these factors
for Mexicana de Cobra revealed
preliminarily that this company has
been equityworthy.

Based upon our analysis of the
petition and the responses to our
questionnaire, we preliminarily
determine the following:

I. Programs Preliminarily Determined to
Confer Bounties or Grants

We preliminarily determne that
bounties or grants are being provided to
manufacturers or exporters in Mexico of
lime under the following programs:

A. FOMEX

FOMEX is a trust established by the
government of Mexico to promote the
manufacture and sale of exported
products. The fund is administered by
the Mexican Treasury Department with
the Bank of Mexico acting as the trustee.
The Bank of Mexico administers the
financing of FOM%,EX loans through
financial institutions, which establish
contracts for lines of credit with
manufacturers and exporters. On July
27,1983. FOMEX was formally
incorporated into the National Bank of
Foreign Trade.

In order for a company to be eligible
for FOMEX financing for exports, the
following requirements must be met- (1)
The product to be manufactured must be
included on a list made public by
FOMFX. (2) the company must have
majority Mexican capital; [3) the articles
to be exported must have a minimum of
30 percent national content in direct
production costs; (4) loans granted for
pre-export must be in Mexican currency,
while loans for export sales are
established in U.S. dollars or any other
foreign currency acceptable to the Bank
of Mexico; and (5) the exporter must
carry insurance against commercial
risks to the extent of the loans. The
maximum annual interest rate for
FOMEX pre-export financing is 8
percent and for FOMEX export
financing, 6 percent.

Sonocal received short-term export
financing from FOMEX for exports to
the U.S. of the subject merchandise.
Since FOMEX export financing provides
loans for export-related purposes at
interest rates significantly less than
those for comparable commercially
available loans, we preliminarily
determine that this program confers a

bounty or grant upon the exportation of
lime.

Sonocal has not paid either interest or
principal on these loans, which were
due to be repaid in early 1983. Because
these loans have not been repaid to
date, we treated them as zero interest
rate loans. We used as our benchmark.
for purposes of calculating the bounty or
grant, the "IF* rate, as described supra.
We allocated the benefit over the value
of Sonocal's 1983 U.S. exports oflime
and calculated a bounty or grant in the
amount of 4.48 percent ad valorem.
B. Fund For Industzal Davelopment
(FO'FI)

FONEI is a specialized financial
development fund, administered by the
Bank of Mexmco., which grants long-term
credit at below-market rates for the
creation, expansion or modernization of
enterprises in order to foster industrial
decentralization and the efficient
production of goods capable of
competing in the international market.
FONEI loans are available under
various programs having different
eligibility requirements.

Sonocal had one FONE loan
outstanding during the period for which
we are measuring bounties or grants. It
received the loan for plant expansion.

We have evidence that FONEI loans
for plant expansion are only available to
compames located outside of Zone HIA
(Mexico City and environs]. Because
such loans are limited to particular
geographic regions and are made at
below-market rates, we preliminarily
determine that FONEI loans for plant
expansion confer a bounty or grant upon
Sonocal.

We have determined the benefits from
this loan according to the methodology
outlined in the Subsidies Appendix. We
used as our benchmark the IE rate, as
described supra. We allocated the
bepjefit over Sonocars total sales value
of lime and determined a bounty or
grant in the amount of 1.07 percent ad
valorem.

C. CEPROFi

CEPROFls are tax credits used to
promote National Development Plan
(NDP) goals, which include increased
employment, encouragement of regional
decentralization, and industrial
development, particularly of small and
medium sized firms.

CEPROFI certificates are tax
certificates of fixed value which may be
used for a five-year period to pay
federal taxes. Certain CEPROFI
certificates are granted for carrying out
investments m "priority" industrial
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activities; others are available to all
industries on equal terms.

Industrials Quimicas de Yucatan
received CEPROFIs for carrying out
investments in priority industrial
activities. These CEPROFIs were for
investment to increase productivity.
Because this type of CEPROFI is limited
to a specific group of industries or to
companies located in specific regions,
we preliminarily determine that this
program confers a bounty or grant.

Article 25 of the decree authorizing
the issuance of CEPROFIs, published m
the Diara Oficwl de la Federacion
(Diara Oficial) on March 6,1979,
provides for a 4 percent supervision fee.
We determine that the 4 percent
supervision fee is "paid in order to
qualify for, or to receive" the CEPROFIs,
and is therefore an allowable offset from
the gross bounty or grant, as provided in
section 771(6)(A) of the Act. Therefore,
the benefit provided by CEPROFIs is the
amount of the certificate received less
the supervision fee.

We allocated the CEPROFI benefit
over the total sales of Industrias
Quiucas de Yucatan and determined a
bounty or grant in the amount of 2.25
percent ad valorem.
D. Import Duty Reductions and
Exemptions.

Petitioner alleged that lime exporters
receive import duty reductions or
exemptions on equipment used in the
production of lime. Mexicana de Cobre
received reductions on import duties-for
equipment used in manufacturing lime
under a special tax agreement between
it and the government of Mexico.
Because this reduction was limited to a
specific company, we prelimiarly
determine that it conferred a bounty or
grant on Mexicana de Cobre. We
calculated the benefit by dividing the
amount of the reduction in 1983,by total
sales of lime of the company to calculate
a bounty or grant of 0.07 percent ad
valorem.
E. Accelerated Depreciation Allowances

Petitioner alleged that the lime
industry benefited from federal income
tax reductions through accelerated
depreciation.

For purposes of economic
development, the Income Tax
Department may grant accelerated
depreciation allowances to industries in
certain geographical regions or for
designated industrial activities.
Mexicana de Cobre used accelerated
depreciation in 1983 under an agreement
with the government of Mexico.

We preliminarily determine that
accelerated depreciation allowances
confer a bounty or grant because such

allowances are limited to a specific
group of industries or to companies
located in specific regions.

To determine the benefit received
under this program, we took, as best
information available, the amount of tax
savings realized by Mexicana de Cobre
from accelerated depreciation in 1983
and allocated that amount over the
company's total 1983 sales of lime. On
this basis, we calculated a bounty or
grant of 1.73 percent ad valorem. At
verification we will seek information on
the company's use of the program on its
income tax return for the 1982 tax year,
which was filed in 1983, following our
policy of recognizing income tax
benefits in the year when the tax return
is actually filed.

F Certain Equity Infusions

Petitioner alleged that the government
of Mexico has provided bounties or
grants through equity infusions to
Mexican compames on terms
inconsistent with commercial
considerations. NAFINSA, a
government-owned development bank,
purchased stock in Sonocal, a company
whose stock is not publicly traded,
between 1976 and 1983. Using the
criteria described in the "Analysis of
Programs" section of this notice, we
determined that Sonocal became an
unequity-worthy company as of 1981.
Therefore, we preliminarily determine
that the investments in 1981 and after
confer a bounty or grant because they
were made on terms inconsistent with
commercial considerations.

We calculated the benefits from these
purchases according to the
methodologies outlined in the Subsidies
Appendix. We applied the rate of return
shortfall and allocated the amount of
Sonocal's benefit over its total sales
value for 1983. We used as our discount
rate the "IE" rate, as described supra.
We calculated a bounty or grant of 47.45
percent ad valorem. Government equity
infusions in another lime company are
described in the "Programs Determined
Not to Confer Bounties or Grants"
section of this notice.

G. Loans From the Mlexican Trust for
Non-Metallic Minerals

Sonocal received a loan from the
Mexican Trust for Non-Metallic
Minerals. Since this loan was provided
at interest rates lower than those for
comparable commercially available
loans and appears to be limited to a
specific industry or group of industries,
we preliminarily determine that this
loan conferred a bounty or grant on
Sonocal.

Since this loan has variable interest
rates, we treated the loan as a series of

short-term loans. For purposes of this
preliminary determination, we are using
as our benchmark the IE rate, as
described supra. We allocated the
amount of the benefit over Sonocal's
total 1983 sales value of lime and
determined a bounty or grant of 1.44
percent ad valorem.

H. Guarantee and Development Fund for
Medium and Small Industries (FOGAIN)

Productos Calizos de Baja California
(PCBC), Materiales BYM, and Industrias
Quimicas de Yucatan (IQY) received
FOGAIN loans that had outstanding
principal during the period of
investigation. We preliminarily
determine that the FOGAIN program
confers a benefit which constitutes a
bounty or grant within the meaning of
the countervailing duty law upon the
respondent lime companies. The
FOGAIN program provides preferential
financing at interest rates below
prevailing commercial rates to all small
and medium sized firms in Mexico.
However, interest rates will vary
depending upon: (a) Whether a small or
medium sized business has a designated
priority status, and (b) the geographical
location of the business. Small and
medium sized businesses with priority
designation and located in specific
zones targeted for Industrial growth
receive the most preferential rate.
Medium sized businesses, not
designated as priority and located In an
area of controlled industrial growth,
may receive the least preferential
FOGAIN interest rate. We preliminarily
determine this program to be
countervailable because it provides
preferential financing on the basis of
priority status for designated industries
and regional preferences within the
program. Without these designations,
FOGAIN would not be countervailable,
since all small and medium sized firms
in Mexico are at least eligible to receive
FOGAIN loans at the least preferential
rate of interest available under this
program. Therefore, we determine the
program is countervailable to the extent
that the interest rate received by a
particular company is below the least
preferential rate that a company would
receive under FOGAIN.

To determine the estimated bounty or
grant conferred upon these companies,
we used as our benchmark the least
preferential interest rate available under
FOGAIN. PCBC, Materiales BYM and
IQY obtained FOGAIN financing in July
1983, May 1982, and March 1982,
respectively; the least preferential rates
applicable on those dates were 45%, 37%
and 35%, respectively. PCBC and
Materiales BYM obtained their loans at
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rates lower than the least preferential
rates applicable.

Since the FOGAIN loans have
variable interest rates we treated the
loans as a series of short-term loans and
computed the difference m interest
payments between the FOGAIN loans
received by PCBC and Materiales BYM
and those which would have been
incurred had the loans been made at the
least preferential rate of interest under
this program. We allocated the amount
of benefit from the loans over the
company's total value of sales of all
products durmg'1983. We determine the
net amount of the bounty or grant to be
0.21 percent ad valorem for PCBC and
1.39 percent ad valorem for Materiales
BYM.

II. Programs Preliminarily Determined
Not To Confer Bounties or Grants

We preliminarily determine that
bounties or grants are not being
provided to manufacturers or exporters
in Mexico of lime under the following
programs:

A. Other Equity Infusmns

Both NAFINSA and the Comision de
Fomento Minero, a publicly-owned
lending institution, purchased stock in
Mexicana de Cobre. Private investors
made purchases of the company's stock
at comparable terms on approximately
the same dates. Using the criteria
described in the "Analysis of Programs"
section of this notice, and considering
the fact that government investment in
this company was or the same terms
and conditions as private investment,
we preliminarily determine that
government equity investment did not
confer a bounty or grant on Mexicana de
Cobre.

B. Dual Level Currency Exchange Rate
System

Petitioner alleged that the dual level
exchange rate system existing in Mexico
constitutes a countervailable benefit to
the lime industry. Petitioner alleged that
priority industries, including lime, when
exchanging pesos for dollars to make
foreign purchases, are allowed to
convert currency at a "controlled" rate,
but that other industries must make
foreign purchases at the free market
rate. Currently, the controlled rate is
less than the "free" rate of exchange.

According to the responses of the
respondent compames, all industries m
Mexico, including lime, obtain dollars
from the government under the same
terms to purchase imports. Therefore.
we preliminarily determine that the dual
currency exchange rate system does not
confer a bounty or grant to the

manufacturers or exporters in Mexico of
lime.

C. CEPROFIs for Salary Increases

Sonocal received CEPROFIs for salary
increases. We preliminarily determine
that this type of CEPROFI does not
confer a bounty or grant because it is
not limited to a specific industry, group
of industries, or to companies located in
specific regions of the country.

Ill. Programs Preliminarily Determined
Not To Be Used

We preliminarily determine that the
following programs have not been used
by manufacturers or exporters of lime.

A. Article 94 Loans

Under section II of Article 94 of the
Qeneral Law of Credit Institutions and
Auxiliary Organizations (the Banking
Law), the Bank of Mexico establishes
channels of credit to different sectors of
econonic activity. There are 12
categories of credit under section I.

Most categories carry their own
maximum interest rate which is set by
the Bank of Mexicp. Loans granted
under category 12 are targeted to
exports of manufactured products. The
maximum interest rate under flus
category is 8 percent. The Mexican
government stated in its responses that
these loans were not used by the
companies under investigation.

B. FOMEK and BANCOAEXTLoans to
U.S. Importers

U.S. customers of lime were alleged to
have received FOMEX and
BANCOMEXT loans. The government of
Mexico stated in its responses that no
U.S. customers of lime received FOMEX
or BANCOMXT loans that had
outstanding principal during the period
of investigation.

C. National Prem vestment Fund for
,Studies and Projects [FONEP)

FONEP, administered by the
NAFINSA, finances economic, technical
and feasibility studies, as well as basic
and detailed engineering projects. The
Mexican government stated in Its
responses that this program was not
used by the companies under
investigation.

D. Trust for Industrial Parks, Cities, and
Commercial Centers (FIDEIN)

This program is aimed at developing
industrial parks and cities. The Mexcan
government stated in its responses that
this program was not used by the
companies under investigation.

E. Fondo Nacional de Fomento
Industrial (FOMIN)

FOMIUN operates as a trust fund,
protiding funding to certain small and
medium sized companies by either
buying stock or providing loans at rates
below those of commercial lending
institutions. The Mexican government
stated in its responses that thns program
was not used by the companies under
Investigation.

F. PROFJDE

PROFIDE has been established under
the auspices of FOMEX to administer a
new financing program to provide
exporters with foreign currency
financing needed for imports. The
Mexican government stated in its
responses that this program was not
used by the companies under
investigation.

G. Preferential Prices for Natural G=.
Oil, Electricity, Diesel Fuel and
Petrochemicals

Petitioner alleged that prices for
natural gas, oil. diesel fuel.
petrocheucals and electricity are set by
the Mexican government and could
include a 30 percent discount for
respondents. The government of Mexico
stated in its responses that the lime
industry has not received price
discounts for these items.

IV. Programs for Which Additional
Information Is Needed

We preliminarily determine that more
information is needed to determine
whether the following programs
conferred a bounty or grant on
manufacturers or exporters of lime.

A. Aacianal Financiera, S.A., Loans

Mexicana de Cobre received loans
from the Nacional Financiera. S.A.
(NAFINSA), a government-owned
development bank, during the last
month of the period of investigation.
More information is needed concerning
the terms of these loans before a
determination can be made as to
whether they conferred a bounty or
grant on Mexicana de Cobre.

B. BANCOMEXTFin ancing

Petitioner alleged that lime producers
receive financing from the Mexican
National Bank for Foreign Trade
(BANCOMEXTI. Sonocal appears to
have received BANCOEXT financing
for uses other than the operation of its
lime plant. We will seek more
information about this financing at
verification. The government of Mexico
stated in its responses that no other
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respondent received BANCOMEXT
financing.

C. Tax Exemptions on Interest Paid to
Foreign Lenders and Income Tax Rate
Reductions

Mexicana de Cobre received a tax
exemption on interest paid to foreign
lenders and an income tax rate
reduction under an agreement with the
Mexican Department of the Treasury.
The company stated in its response that
these tax benefits did not apply because
it did not have taxable income in tax
year 1982. We will seek further
information on these programs at
verification.

D. Loan Guarantees Provided by
NAFINSA

Petitioner alleged that various
Mexican government entities
guaranteed loans to the lime industry.
During the period of investigation,
Mexicana de Cobre had several
outstanding loans guaranteed by
NAFINSA, a government-controlled
institution which is a shareholder of
Mexicana de Cobre. Mexicana de Cobre
paid a guarantee fee to NAFINSA and
provided security for the guarantees.

We plan to investigate whether it is
standard practice in Mexico for a
shareholder to provide such guarantees
and the normal commercial terms for
loan guarantees at verification.

Verification

In accordance with section 776(a) of
the Act, we will verify information used
in making our final determination.

Suspension of Liqmdation

In accordance with section 703(d) of
the Act, we are directing the U.S.
Customs Service to suspend liquidation
of all entries of lime from Mexico which
are entered, or withdrawn from
warehouse, for consumption on or after
the date of publication of this notice in
the Federal Register and to require a
cash deposit or bond for each such entry
of this merchandise.

All of the respondent compames clain
and certain of them appear to have
received either no benefits or benefits in
de minimis amounts from the programs
under investigation. Those apparently
receiving no benefits or benefits m de
minimis amounts are: PCBC, Incalpa,
Cales de Chiapas, Cal de Apasco, Cales
de Puebla, Materiales Titan, and
Calteco. If during verification we
determine that these firms have received
either no benefits or benefits in de
minimis amounts, we will exclude these
firms in the event of a final affirmative
determination.

The net bounty or grant for duty
deposit purposes for each of the firms is
as follows:

The rate for all other manufacturers/
exporters is the average of the rates for
Mexicana de Cobre and PCBC. Since we
have no evidence of unequityworthiness
for any respondent company other than
Sonocal, we considered it inappropriate
to include Sonocal m this average.

Public Comment
In accordance with § 355.35 of the

Commerce Department Regulations, if
requested, we will hold a public hearing
to afford interested parties an
opportunity to comment on this
preliminary determination at 10 a.m. on
July 12,1984, at the U.S. Department of
Commerce, Conference Room D, 14th
Street & Constitution Avenue, NW.,
Washington, D.C. 20230. Individuals
who wish to participate in the hearing
must submit a request to the Deputy for
Policy to the Deputy Assistant Secretary
for Import Administration, Room 3099B,
at the above address within ten days of
publication of this notice.

Requests should contain: (1) The
party's name, address, and telephone
number, (2) the number of participants;
(3) the reason for attending; and (4) a list
of the issues to be discussed. In
addition, prehearing briefs must be
submitted in at least 10 copies to the
Deputy Assistant Secretary by July 5,
1984. Oral presentations will be limited
to issues raised in the briefs.

Written comments should be
submitted m accordance with 19 CFR
355.33(d) and 355.34(a), within thirty
days of publication of this notice, at the
above address and in at least 10 copies.

Dated: June 14,19,84.
Alan F. Holmer,
DeputyAssistant Secretaryfor Import
Admnimstration.
[FR Doc. 84-16693 Filed 6-21-84; 8:45 am]

BILLING CODE 3510-DS-M

Decision on Application for Duty-Free
Entry of Scientific Instrument; U.S.
Department of Agriculture

This decision is made pursuant to
section 6(c) of the Educational,
Scientific, and Cultural Materials
Importation Act of 1966 (Pub. L. 89-651,
80 Stat. 897" 15 CFR Part 301]. Related
records can be viewed between 8:30 AM

and 5:00 PM in Room 1523, U.S.
Department of Commerce, 14th and
Constitution Avenue, NW., Washington,
DC.

Docket No.. 84-110. Applicant: U.S.
Department of Agriculture, Urbana, IL
61801. Instrument: Oxygen Electrode
Unit. Manufacturer: Hansatech Limited,
United Kingdom. Intended use: Sea
notice at 49 FR 13734.

Comments: None received. Decision:
Approved. No instrument of equivalent
scientific value to the foreign
instrument, for such purposes at it is
intended to be used, is being
manufactured in the United States.
Reasons: The foreign instrument
simultaneously measures oxygen
evolution and fluorescence occurring
during photosynthesis. The National
Institutes of Health advises in its
memorandum dated June 1, 1984 that (1)
the capability of the foreign instrument
described above is pertinent to the
applicant's intended purpose and (2) it
knows of no domestic instrument or
apparatus of equivalent scientific value
to the foreign instrument for the
applicant's intended use.

We know of no other instrument or
apparatus of equivalent scientific value
to the foreign instrument which is being
manufactured in the United States,
(Catalog of Federal Domestic Assistance
Program No. 11.105, Importation of Duty-Free
Educational and Scientfic Materials.)
[FR Doc. 84-1726 Filed 0-21-84: &45 am]

BILLNG CODE 3510-CS-M

Consolidated Decision on Applications
for Duty-Free Entry of Electron
Microscopes; Minneapolis Medical
Research Foundation, et al.

This is a decision consolidated
pursuant to section 6(c) of the
Educational, Scientific, and Cultural
Materials Importation Act of 1960 (Pub,
L. 89-651, 80 Stat. 897, 15 CFR Part 301).
Related records can be viewed between
8:30 A.M. and 5:00 P.M. in Room 1523,
U.S. Department of Commerce, 14th and
Constitution Avenue, NW., Washington,
D.C.

Docket No.. 84-85. Applicant:
Minneapolis Medical Research
Foundation, Minneapolis, MN 55415.
Instrument: Electron Microscope, Model
JEM-100CX with Accessories.
Manufacturer: JEOL Co., Ltd., Japan.
Intended Use: See notice at 49 FR 8050,

Instrument Ordered: December 14,
1983.

Docket No.. 84-89. Applicant: Duke
University Medical Center, Durham, NC
27710. Instrument: Electron Microscope,
Model JEN-1200EX/SEG with

I =
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Accessories. Manufacturer JEOL Co.,
Ltd., Japan. Intended Use: See notice at
49 FR 10139.

Instrument Ordered: August 27 1982.
Docket No.. 84-90. Applicant:

University of Virgima School of
Medicine, Charlottesville, VA 22908.
Instrument: Electron Microscope, Model
EM 10CA with Accessories.
Manufacturer. Carl Zeiss, West
Germany. Intended Use: See notice at 49
FR 10139. Instrument Ordered: January
16,1984.

Docket No.. 84-91. Applicant: Albany
Medical College of Umon Umversity,
Albany, NY 12208. Instrument: Electron
Microscope, Model JEM-100CX with
Accessories. Manufacturer. JEOL Ltd.,
Japan. Intended Use: See notice at 49 FR
10139. Instrument Ordered: January 27
1984.

Docket No.. 84-92. Applicant: Johns
Hopkins University, Baltimore, MD
21218. Instrument: Electron Microscope,
Model JEM-100CX with Accessories.
Manufacturer. JEOL Ltd., Japan.
Intended Use: See notice at 49 FR 10139.
Instrument Ordered: January 19, 1984.

Comments: None received. Decision:
Approved. No instrument of equivalent
scientific value to the foreign
instrument, for such purposes as these
instruments are intended to be used,
was being manufactured in the United
States at the time the instruments were
ordered. Reasons: Each foreign
instrument is a conventional
transmission electron microscope
(CTEM) and is intended for research or
scientific educational uses requiring a
CTEM. We know of no CTEM, or of any
other instrument suited to these
purposes, which was being
manufactured in the United States either
at the time of order ofeach instrument
or at the time of receipt of application
by the U.S. Customs Service.
(Catalog of Federal Domestic Assistance
Program No. 11.105, Importation of Duty-Free
Educational and Scientific Materials.)
Frank W. Creel,
Acting Director, Statutory Import Programs
Staff.
[FR Doc. 84-16728 Filed 6-21-4; 8:45 am]

eILUNG CODE 3510-DS--

Vanderbilt University; Decision on
Application for Duty-Free Entry of
Scientific Instrument

Tus decision is made pursuant to
section 6(c) of the Educational,
Scientific, and Cultural Materials
Importafion Act of 1966 (Pub. L. 89-651,
80 Stat. 897" 15 CFR Part 301). Related
records can be viewed between 8:30 AM
and 5:00 PM in Room 1523, U.S.
Department of Commerce, 14th and

Constitution Avenue, NW., Washington.
D.C.

Docket No.. 84-127 Applicant:
Vanderbilt University, Nashville, TN
37232. Instrument: (2] Gas
Chromatograph/Mass Spectrometers,
Model 1000. Manufacturer. Nermag,
France. Intended use: See notice at 49
FR 19563.

Comments: None received. Decision:
Approved. No instrument of equivalent
scientific value to the foreign
instrument, for such purposes as it is
intended to be used, is being
manufactured in the United States.
Reasons: The foreign instrument is of
lugh'performance quadrupole design
and it can measure compounds of
interest down to the tens of femtograms
(1.0 xlo-1 . It is about ten times more
sensitive than the most comparable
domestic instrumenL The National
Institutes of Health advises in its
memorandum dated June 1,1984 that (1)
the 'apability of the foreign instrument
described above is pertinent to the
applicant's intended purpose and (2) it
knows of no domestic instrument or
apparatus of equivalent scientific value
to the foreign instrument for the
applicant's intended use.

We know of no other instrument or
apparatus of equivalent scientific value
to the foreign instrument which is being
manufactured in the United States.

(Catalog of Federal Domestic Assistance
Program No. 11.105, Importation of Duty.Free
Educational and Scientific Materials.)
Frank W. Dreel,
Acting Director, Statutory Import Programs
Staff.
[FR Dc. B4-17= Filed 0--C4; 0.45 nm)

BILNG CODE 3510-DS-M

National Oceanic and Atmospheric
Administration

Pacific Fishery Management Council;
Public Meetings

AGENCY: National Marine Fisheries
Service, NOAA, Commerce.

The Pacific Fishery Management
Council will meet in San Diego, CA, on
July 11-12, 1984. On July 11, the Council
will adopt a proposed FY85 budget;
review the performance of the 1983-84
anchovy fishery and an estimate of the
1984-85 spawning biomass and
preliminary quotas; adopt mseason
groundfish management measures; and
conduct a public comment period. On
July 12, the Council will hear a status
report on the salmon fishery and discuss
policy and procedural issues.

The Council's Scientific and
Statistical Committee (SSC) will meet in
San Diego. July 10-11 to discuss the

same subjects. The Groundfish Advisory
Panel (GAP) and Groundfish Task Force
(GTF) will meet jointly at the same time
and place to discuss groundlish items. A
detailed agenda for Council. SSC, GAP/
GTF meetings will be available to the
public about June 29. All meetings are
open to the public. For further
information contact Joseph C. Greenley,
Executive Director, Pacific Fishery
Management Council, 526 SW. Mill St.,
Portland, OR 97201; telephone: (503)
221-6352.

Dated: June 19.1934.

Roland Finch,
Director. Office of FishenesMangement
National Marne Fisheries Service.

IMR 1D=_ C4-.i= FAI-d e:ic4a45 am)i
BIWNG CODE 3510-22-M

North Pacific Fishery Management
Council; Public Meetings

AGENcy: National Marine Fisheries
Service, NOAA. Commerce.

The North Pacific Fishery
Management Council will convene three
public workgroup meetings as follows:

(1) Groundfish Data Techncal Team
will meet at 9 a.m. on June 26-27 1984,
in Room 369 of the Northwest and
Alaska Fisheries Center, National
Marine Fisheries Service NMFS], 2725
Montlake Blvd., East, Seattle, WA. to
discuss data needs for management of
the U.S. groundfish fishery off Alaska.

(2) Advisory Panel Operations
Workgroup will meet at 8:30 anm. on
June 27,1984, in Room 438E of the
Northwest and Alaska Fisheries Center
(see address above], to discuss the role
and composition of the Council's
Advisory Panel and whether operational
improvements should be made.

(3) Workgroup on joint Venture and
Permit ReviewvAll meet at 9 am. on
June 28-29,1984, in Room 203 of the Bill
Ray Center, 1108 F Street. Juneau, AK. to
discuss criteria for reviewing joint -
venture permit applications and foreign
fishing vessel permits and formulate
recommendations to the Council for
review in September.

For further information contact Jim H.
Branson. Executive Director, North
Pacific Fishery Management Council,
P.O. Box 103136, Anchorage, AK 99510;
telephone: (907) 274-4553.

Dated. June 19. 1934.
Roland Finch,
Director, Office of Fishenes Management,
National ManineFishenies Service.

(FRl:. FA-I CCZ3Fi!0C-2n-M544amI

8BUNG CODE 35I10-2-
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COMMITTEE FOR THE
IMPLEMENTATION OF TEXTILE
AGREEMENTS

Announcing Import Restraint Limits
for Certain Cotton Apparel Exported
From India

June 19, 1984.
On April 18,1984 a notice was

published in the Federal Register (49 FR
15254) announcing that, on March 27
1984, the United States Government,
under the terms of the Bilateral Cotton,
Wool and Man-Made Fiber Textile
Agreement of December 21, 1982, had
requested the Government of India to
enter into consultations concerning
exports to the United States of cotton
playsuits in Category 337 and cotton
coveralls, overalls, and jumpsuits in
Category 359pt., produced or
manufactured in India.

Consultations have been held
concerning these categories, but no
agreement has been reached on a
mutually satisfactory solution. The
United States Government has-decided,
therefore, until such time as a different
solution is agreed, to control imports of
cotton apparel in Category 337 and
359pt. (only T.S.U.S.A numbers 379.6410
and 383.5035), at the prorated twelve-
month limits of 53,475 dozen for
Category 337 and.84,963 dozen for
Category 359pt., exported during the
period which began on March 27 1984
and extends through December 31, 1984.
These limits are subject to flexibility
adjustments under the terms of the
agreement.

The limits may be adjusted to reflect
final 1983 exports from India through
April 30, 1984. For purposes of
establishing the limits for the present
restraint period, the count of 1983
exports from India in these categories at
the end of April 1984 is considered final
by the U.S. Government, and there will
be no further adjustment made to these
limits to reflect 1983 exports.

Accordingly, in the letter published
below, the Chairman of the Committee
for the Implementation of Textile
Agreements directs the Commissioner of
Customs to prohibit entry into the
United States for consumption, or
withdrawal from warehouse for
consumption, of cotton apparel products
in Categories 337 and 359pL, exported
during the designated period.

Effective Date: June 26, 1984.
For Further Information Contact: Ross

Arnold, International Trade Specialist,

Office of Textiles and Apparel, U.S.
Department of Commerce, Washington,
D.C. (202/377-4212).
Ronald L Levin,
Acting Chairman, Committee for the
Implementation of Textile Agreements.
June 19, 1984.

Committee for the Implementation of Textile
Agreements
Commissioner of Customs,
Department of the Treasry, Washington,

D.C.
Dear Mr. Commissioner. Under the terms of

Section 204 of the Agricultural Act of 1950, as
amended (7 U.S.C. 1854), and the
Arrangement Regarding International Trade
in Textiles done at Geneva on December 20,
1973, as extended on December 15, 1977 and
December 22,1981; pursuant to the Bilateral
Cotton, Wool and Man-Made Fiber Textile
Agreement of December 21,1982, between
the Governments of the United States and
India; and in accordance with the provisions
in Executive Order 11651 of March 3,1972. as
amended, you are directed to prohibit,
effective on June 26,1984, entry into the
United States for consumption and
withdrawal from warehouse for consumption
of cotton textile products in Categories 337
and 359pt.I produced or manufactured in
India and exported during the indicated
period, in excess of the following limits:

categoy prorated 12-month Pa_ ._

337 i- 53.475 dozen..... 'Mmi 27 to Dec. 31.
1984.

359ptk..._. 84,963 dozen....- Mar. 27 to Dec. 31,
1 ~ 18184.

'In Category 359. only TSUSA numbers 379.8410 and383.5035.
2The limit has not been adjusted to reflect any Imports

exported after March 26, 1984.

Textile products in Categories 337 and
359pt.i which have been exported to the
United States during the ninety-day
period which began on March 27 1984,
shall be subject to this directive.

A description of the textile categories
m terms of T.S.U.S.A. numbers was
published in the Federal Register on
December 13, 1982 (47 FR 55709), as
amended on April 7 1983 (48 FR 15175),
May 3, 1983 (48 FR 19924), and
December 14, 1983 (48 FR 55607),
December 30, 1983 (48 FR 57584), and
April 4, 1984 (49 FR 13397).

In.carrying out the above directions,
the Commissioner of Customs should
construe entry into the United States for
consumption to include entry for
consumption into the Commonwealth of
Puerto Rico.

The action taken with respect to the
Government of India and with respect to
imports of cotton textile products from

IIn Category 359, only TSUSA numbers 379.6410
and 383.5035.

India has been determined by the
Committee for the Implementation of
Textile Agreements to involve foreign
affairs functions of the United States.
Therefore, these directions to the
Comissioner of Customs, which are
necessary for the implementation of
such actions, fall within the foreign
affairs exception to the rule-making
provisions of 5 U.S.C. 553. This letter
will be published in the Federal
Register.

Sincerely,
Ronald 1. Levin,
Acting Chairman, Commlttee for the
Implementation of Texitle Agreements.
IFR Do. 84-10729 Filed 0-21-4: 45 am)

BILUNG CODE 3510-DR-M

Request for Public Comment on
Bilateral Textile Consultations With the
Government of Pakistan To Review
Trade In Category 335 (Cotton Coats)

June 19,1984.
On May 29,1984, the Government of

the United States requested
consultations with the Government of
Pakistan with respect to Category 335.
This request was made on the basis of
the agreement between the
Governments of the United States and
Pakistan relating to trade in cotton
textiles and cotton textile products of
March 9 and 11, 1982. The agreoment
provides for consultations when the
orderly development of trade between
the two countries may be impeded by
imports due to market disruption, or the
threat thereof.

The purpose of tlus notice is to advise
the public that if no solution Is agreed-
upon in consultations between the two
governments, CITA, pursuant to the
Agreement, may establish a prorated
specific limit of 22,904 dozen for the
entry and withdrawal from warehouse
for consumption of cotton textile
products in Category 335, produced or
manufactured m Pakistan and exported
to the United States during the period
beginning on May 29,1984 and
extending through December 31, 1984.

The Government of the United States
has decided, pending a mutually
satisfactory alternative solution, to
control imports in this category during
the 90-day consultation period which
began on May 29 and extends through
August 26,1984 at a limit of 10,460
dozen.

In the event the limit established for
Category 335 during the ninety-day
period is exceeded, such excess amount,
if allowed to enter, may be charged to

ii # . • • • ........
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the limit established during the
subsequent restraint period.

The United States remains committed
to finding a solution concerning this
category. Should such a solution be
reached in consultations with the
Government of Pakistan,.further notice
will be published m the Federal
Register.

A summary market statement for tius
category follows this notice.

A description of the textile categories
m terms of T.S.U.S.A. numbers was
published in the Federal Register on
December 13,1982 (47 FR 55709), as
amended on April 7 1983 (48 FR 15175],
May 3, 1983 (48 FR 19924) and December
14,1983 (48 FR 55607), December 30,
1983 (48 FR 57584), and April 4,1984 (49
FR 13397).

Anyone wishing to comment or
provide data or information regarding
the treatment of Category 335 under the
Bilateral Cotton Textile Agreement with
the Government of Pakistan, or on any
other aspect thereof, or to comment on
domestic production or availability of
textile products included in the
category, is invited to submit such
comments or information in ten copies
to Mr. Walter C. Lenahan, Chairman,
Committee for the Implementation of
Textile Agreements, International Trade
Admimstration, U.S. Department of
Commerce, Washington, D.C. 20230.
Because the exact timing of the
consultations is not yet certain,
comments should be submitted
promptly. Comments or information
submitted in response to this notice will
be available for public inspection in the
Office ofTextiles and Apparel, Room
3100, U.S. Department of Commerce,
14th and Constitution Avenue, NW.,
Washington, D.C., and may be obtained
upon written request.

Further comment may be invited
regarding particular comments or
information received from the public
which the Committee for the
Implementation of Textile Agreements
considers appropriate for further
consideration.

The solicitation of comments
regarding any aspect of the agreement
or the implementation thereof is not a
waiver in any respect of the exemption
contained in 5 U.S.C. 553(a](1) relating
to matters which constitute "a foreign
affairs function of the United States."

Supplementary Information: On
December 16, 1983 a letter was
published in the Federal Register (48 FR
55892) to the Comnssioner of Customs
from the Chairman of the Committee for
the Implementation of Textile
Agreements which established levels of
restraint for certain categories of cotton
textiles and cotton textile products,

produced or manufactured m Pakistan
and exported during the tvelve-month
period which began on January 1, 1934.
In the letter published below, the
Chairman of the Committee for the
Implementation of Textile Agreements
pursuant to the bilateral agreement.
directs the Commissioner of Customs,
pending agreement on a different
solution, to prohibit entry for
consumption or withdrawal from
warehouse for consumption, of cotton
textile products in Category 335,
produced or manufactured in Pakistan
and exported during the indicated
mnety-day period, in excess of 10,460
dozen.

Effective date: June 25,1984.
Ronald L Levin,
Acting Chairman, Committee for the
Implementation of Taytile Agreemen&

Pakistan-Market Statement

Category 335-Womens, Girls' and Infanb
Cotton Coats
May 1984.

U.S. imports of Category 335 from Pakistan
increased from 13,202 dozen for the year
ending March 1983 to 34,978 dozen for the
year ending March 1984, up 164.9 percent.
Imports during the first quarter of 1934 were
18,993 dozen, more than two and one-half
times the imports of the first quarter of 1983.
These are substantial increases of imports in
a category already adversely affected by
imports. Pakistan is the largest supplier
whose exports of Category 335 are not
subject to a specific limit.

U.S. domestic production of Category 335
trended downward during the past decade.
Production in 1982 was 647,000 dozen. down 8
percent from 1981. Imports, on the other hand.
trended strongly upward during the decade
ending in 1981, declined by small quantities
in 1982 and 1983, but resumed the upward
trend in 1984. Imports during the year ending
March 1984 from all sources were 1,842,432
dozen, higher than any calendar year on
record. This increase occurred during the first
quarter of 1984 when 577.747 dozen were
imported, up 57.4 percent from the same
period in 1983, and at an annual rate of 2.3
million dozen. The ratio of imports to
domesti'd production was 253.6 percent in
1981 and 268.0 percent in 1982.
June1 9, 1984.
Committee for the Implementation of Textile
Agreements
Commissioner of Customs.
Department of the Treasury, Washington,

D.C.
Dear Mr. Commissioner. This directive

further amends, but does not cancel, the
directive of December 13,1983 from the
Chairman of the Committee for the
Implementation of Textile Agreements which
directed you to prohibit entry of certain
cotton textile products, produced or
manufactured in Pakistan and exported
during 1984.

Effective on June 25,1934, paragraph one of
the directive of December 13,1933 Is hereby

further amended to include a limit of 10.40
dozen I for cotton textile products in
Category 335 exported during the period
vluch began on May 29 and extends through
August 2M,1934.

Textile products in Category 335 vhich
have been exported to the United States
before May 29,1934 shall not be subject to
this directive.

Textile products in Category 335 wich
have been released from the custody of the
U.S. Customs Service under the provisions of
19 U.S.C. 1448(b) or 1484(a)(1](A) prior to the
effective date of this directive shall not be
denied entry under this directive.

The action taken with respect to the
Government of Pakistan and with respect to
imports of cotton textile products from
Pakistan has been determined by the
Committee for the Implementation of Textile
Agreements to involve foreign affairs
functions of the United States. Therefore.
these directions to the Commissioner of
Customs, which are necessary for the
implementation of such actions, fall within
the foreign affairs exception to the rule-
making provisions of 5 US.C. 553. This letter
will be published in the Federal Register.

Sincerely,
Ronald L Lvin.
Acting Charman. Committeefor the
Implementation of TextileAgreemens.
IM V=4-i--3 Fi!-,d e-21-84 ms ami
B11NG CODE 3510-OR-

COMMITTEE FOR PURCHASE FROM
THE BLIND AND OTHER SEVERELY
HANDICAPPED

Procurement List of 1984; Additions

AGENCY: Committee forPurchase from
the Blind and Other Severely
Handicapped.
ACTION: Additions to procurement list.

SUMMARY: This action adds to
Procurement last 1984 a commodity to
be produced by and a service to be
provided by workshops for the blind
and other severely handicapped.
EFFECTIVE DATE: June 22.1934.
ADDRESS: Committee for Purchase from
the Blind and Other Severely
Handicapped. Crystal Square 5, Suite
1107 1755 Jefferson Davis Highway,
Arlington. Virginia 22202.
FOR FURTHER INFORMATION CONTACT:.
C. W. Fletcher, (703) 557-1145.
SUPPLEMENTARY INFORMATION: On
March 2, and March 16,1984 the
Committee for Purchase from the Blind
and Other Severely Handicapped
published notices (49 FR 7844 and 49 FR
9941) of proposed additions to
Procurement List 1984, October 18,1983
(48 FR 48415).

'The limit has not been adjusted to account for
any imports exported after May 2 1.
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After consideration of the relevent
matter presented, the Committee has
determined that the commodity and
service listed below are suitable for
procurement by the Federal Government
under 41 U.S.C. 46-48c, 85 Stat. 77

I certify that the following actions will
not have a significant impact on a
substanial number of small entities. The
major factors considered were:

a. The actions will not result in any
additional reporting, recordkeepmg or
other compliance requirements.

b. The actions will not have a serious
economic impact on any contractors for
the commodity and service listed.

c. 'The actions will result in
authorizing small entities to produce or
provide a commodity and a service
procured by the Government.

Accordingly, the following commodity
and service are hereby added to
Procurement List 1984:
Class 5120
Vise, Multiposition, 5120-00-991-1907

SIC 7349

Janitorial Service, Federal Aviation
Administration, Air Traffic Control
Tower, Atlanta, Georgia

C. W. Fletcher,
Executive Director.
[FR Dec. 84-16761 Filed $-21-84;8:45 am]
BIWLNG CODE 6820-33-M

Procurement List 1984; Proposed
Additions

AGENCY: Committee for Purchase from
the Blind and Other Severely
Handicapped.
ACTION: Proposed additions to
procurement List.

SUMMARY: The Committee has received
proposals to add to Procurement Last
1984 commodities and military resale
commodities to be produced by and
services to be provided by workshops
for the blind and other severely
handicapped.

Comments Must Be Received On or
Before: July 25, 1984.
ADDRESS: Committee for Purchase from
the Blind and Other Severely
Handicapped, Crystal Square 5, Suite
1107 1755 Jefferson Davis Highway,
Arlington, Virginia 22202.
FOR FURTHER INFORMATION CONTACT.
C. W. Fletcher, (703] 557-1145.
SUPPLEMENTARY INFORMATION: This
notice is published pursuant to 41 U.S.C.
47(a](2), 85 Stat. 77 Its purpose is to
provide interested persons an
opportunity to submit comments on the
possible impact of the proposed actions.

If the Committee approves the
proposed additions, all entities of the
Federal Government will be required to
procure the commodities, military resale
commodities, and services listed below
from workshops for the blind or other
severely handicapped.

It is proposed to add the following
commodities, military resale
commodities, and services to
Procurement last 1984, October 18,1983
(48 FR 48415):

Class 5140

Belt, Tool, Repairman's
5140-00529-2517,
5140-00529-2694
5140-00529-2691

Class 9310

Paper, Index
9310-00-955-0217
9310-00-160-7835
9310-00-555-4968

Military Resaie Item Nos. and Names

No. 620 Tablecloth, Solid, 52 X 52
No. 621 Tablecloth, Solid, 52 X 70
No. 622 Tablecloth, Solid, 52 X 70
No. 623 Tablecloth, Solid, 60 X 84
No. 624 Tablecloth, Solid, 60 X 84
No. 625 Tablecloth, Solid, 60" X Round
No. 630 Tablecloth, Printed, 52 X 52
No. 631 Tablecloth, Printed, 52 X 70
No. 632 Tablecloth, Printed, 52 X 70
No. 633 Tablecloth, Printed, 60 X 84
No. 634 Tablecloth, Printed, 60 X 84
No. 635 Tablecloth, Printed, 60" X

Round

SIC 0782

Grounds Maintenance, Recreation
Areas, Naval Air Station, Lemoore,
California.

SIC 7349

Janitorial Service, Federal Building and
U.S. Courthouse, 517 East Wisconsin
Avenue, Milwaukee, Wisconsin

SIC 9199

Administrative Services, Environmental
Protection, Agency, 1600 Lincoln
Street, Denver, Colorado

Adminstrative Services, DCASR
Building B-95, 805 Walker Street,
Marietta, Georgia

C. W. Fletcher,
Executive Director.

[FR Doc. 84-16762 Filed 0-21-84: 845 aml

BILLING CODE 6820-33

DEPARTMENT OF DEFENSE

Office of the Secretary

DoD-University Forum Working Group
on Export Control; Advisory
Committee Meeting; Cancellation

The meeting of the DoD-University
Forum Working Group on Export
Control, scheduled for June 28, 1084,
from 9:30 a.m. until 4:00 p.m., at Number
11 Dupont Circle, Washington, D.C.
20036, and announced in the Federal
Register issue of Monday, June 11, 1984
(49 FR 24044) is hereby cancelled.

Dated: June 19,1984.
M. S. Healy,
OSDFederalfegisterLzaison Officer,
Washington Headquarters Services,
Department of Defense.
[FR Doc. 84-16882 Filed 6-21-84: 6:45 am)

BILLING CODE 810-01-U

Department of the Army

Army Science Board; Closed Meeting

In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92-463), announcement Is made
of the following Committee Meeting:

Name of the Committee: Army Science
Board (ASB).

Dates of Meeting: Wednesday & Thursday.
11 & 12 July 1984.

Times of Meeting: 0830-1700 hours, both
days (Closed).

Place: Fort Belvoir, Virginia.
Agenda: The Army Science Board 1984

Summer Study Panel on Technologyto
Improve Logistics and Weapon Support for
Army 21 will meet for classified orientation
briefings and In-depth discussions regarding
logistic support for the Army on 11 July. The
panel will begin to organize and draft the
report on 12 July. This meeting will be closed
to the public In accordance with section
552b(c) of Title 5, U.S.C., specifically
subparagraph (1) thereof, and Title 5, U.S.C.,
Appendix 1, subsection 10(d). The classified
and non-classified matters to be discussed
are so inextricably intertwined so as to
preclude opening any portion of the meeting.
The Army Science Board Administrative
Officer, Sally Warner, may be contacted for
further information at (202) 695-3039 or 695-
7046.
Sally A. Warner,
Administrative Officer, Army Science Board.
[FR Da. 84-16683 Filed 0-21-4: 8:45 am]
BIWNO CODE 3710-08-U

Army Science Board; Open Meeting

In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92-463), announcement is made
of the following Committee Meeting:
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Name of the Committee: Army Science
Board (ASB].

Date of Meeting: Tuesday, 17 July 1934.
Time: 0900-1700 hours (Open).
Place: The Pentagon, Washington, DC.
Agenda: The study Chairman and Subpanel

Chairman (Leadership, Manning a Ready
Force, and Personnel Factors in Weapons
Systems Performance Subpanels) of the Army
Science Board 1984 Summer Study on
Leading and Manning Army 21 will meet to
review study progress to date, draft tentative
findings, and prepare for the Summer Study
'writing session. This meeting is open to the
public. Any interested person may attend.
appear before, or file statements with the
committee at the time and in the manner
permitted by the committee. The ASB
Admimtrative Officer, Sally Warner, may be
contacted for further information at (202) 625-
3030/746
Sally A. Warner,
Adminstrative Officer, Army Sciene Board
[FRna4-assFiled6-Zi-M&;45=on
BiuLm CODE 3710-03-&

Army Science Bo-rd; Closed Rleeting
In accordance with section 10(a)(2) of

the Federal Advisory Committee Act
(Pub. L. 92-463), announcement is made
of the following Committee Meeting.

Name of the Committee: Army Science
Board (ASB).

Dates of Meeting: Thursday and Friday, 19
& 20 July 1984.

Times of Meeting: 030--1700 hours, both
days (Closed)

Place: U.S. Army Commumcations
Electromcs Command, Fort Monmouth, New
Jersey.

Agenda: The Army Science Board Ad Hoc
Subgroup on Nondevelopmental C11 Lems
vil meet for classified bnefings and
discussion on intelligence systems. The
purpose of the study is to effect an increase
in the purchase of "off the shelf" eqmpment
for the Army when feasible. This meeting will
be closed to the public m accordance with
section 552b(c] of Title 5, U.S.C., specifically
subparagraph (1] thereof, and Title 5, U.S.C.,
Appendix 1. subsection 10(d). The classified
and nonclassified matters to be discussed are
so inextricably mtertwined so as to preclude
opening any portion of the meeting. The
Army Science Board Administrative Officer,
Sally Warner, may be contacted for further
information at (202] 695-3039 or 695-7046.
Sally A. Warner,
Administrative Officer, ArmyScience Board.

MiLLQG cODE a710s-0-U

Corps of Engineers

Accepting Services of Volunteers; Neri
Program

Notice is hereby given that pursuant
to the authority contained in Pub. L. 98-
63 the Corps of Engineers is accepting
the services of volunteers to carry out

activities of the agency except policy
making or la,: or rcjlatory
enforcemcnt. In some instances the
incidental expenses of voluntemrs may
be reimbursed.

Individual volunteers or groups
wishingto sponsor a number of
volunteers should apply to the nearest
Corps of Engineers facility for details of
specific volunteer activities available.
Opportunities for voluntuers will vary
with facility needs but in most instances
will be associated with the
administration, operations, and
maintenance of water resource
development projects.

Voluntary service will be accepted
without regard to race, creed, religion,
age, sex, color, national origin or
handicap.

Dated. June 15, 191-1.
Michael Volpa,
Colonel, Corps ofE IO, Eccutei i
Director of Civil lVorls.
[FR Dc. &4fli FI 621Ct5 c.
611,11M CUE: MO,3C.? u

Intent To Prepare a Draft
Environmental Impact Statement
(DEIS) on Constmctilon of Authorized
Channel Enlargement

AGENCY: U.S. Army Corps of Engineers,
Defense.
ACTIorCz Notice.

Summary:
1. Proposed Action: The propozPd

action is to provide a solution to flod
problems in the Boeuf River and
Tributaries area of northeastern
Louisiana. The purpoze of the study is to
reevaluate the authorized channel
improvements on Big and Coler.a
Creelm and Bayou LaFourche that v.e-e
stopped as a result of the 1977
Presidential Review. In additon, the
study All assess flood damages
downstream of the authorized worn in
the Lower Boeuf River area and
formulate potential solutions for this
area.

2. Alternatives: Nonstructural
alternatives considered included no
action, flood plain zoning, flood
insurance, flowage easements, sediment
control buffer strips. and reforcstation of
cleared flood-prone lands. Structural
alternatives included diversions of
floodwaters, levee systems, floodwater
pumping plants and varying degrees of
channel enlargement.

3. Description of Scopmg Pracev:
a. Public Involvement. Pub-ic meetings

were held in Jonesville and Rayville,

Louisana, in March 1977, as a result of
the 1977 Presidential Review of the
overall Tensas Basin Project, Louisiana
and Arilanzma. Subsequently, in Maran
1979, publia meetings were held in
Columbia and Whnnsboro, Louisiana, to
inform the public of the initiation of the
Boeuf-Tenzas Basin Study and to obtain
public input relating to the study.
Vanous coordination mactiga have
since been bid with the USDA Sal
Conservatica Service, the US. Fish and
Wildlife Sw'ice. the Lousiana Oi tce of
Public Works, the Louisiana Dapartment
of Wildlife and Fisheries. the Tensas
Basin Levee District, and various state
and local o aci A3s. A public meeting is
planned for the summer of 1934 to
present findings of the study and receive
comments from the public concerning
the tentatively selected plan.

b. Iosues Analyzedrm the EJS. Impacts
of the channel enlargement on the
aquatic ecosystem, water quality,
terrestrial ecosy-stems, endangered
species, the Russell Sage, Ouachita, and
Boeuf Wildlife Management Areas, and
cultural resources will be analyzed in
the EIS.
c. A sizgnmenL for Iput into th1e ES.

No specific assignments other than the
Corps of Engneers as the lead agency.

d. Environmenta lRevrew and
Consultation Requrements. Review of
the Draft Report and EIS by appropriate
Federal, state, and local agencies and
interested groups and individuals will
be achieved, and comments and views
will be addressed and incorporated in
the Final Report and EIS.

4. Scoring Afeetings Shedded. A
plan of study has been coc r inatedrwth
Federal, state, and local agencies ani
serves as ITe initial phase of the scoping
process in lieu of formal seop'.ng
meetings

5. Datf DEIS V7/11e Avralable to
Public: The currant study sche dule
estimates that the DEIS will be available
to the public in July 1934 with a public
meeting scheduled for August 1934.

mznss: Questions concernmg the
DEIS can be ansvrered by: Mr. Charles
F. Cr.ther, U.S. Army Corps of
Engineer, Vidkbium Distnct Atta:
LMKPD-Q Post Office B o. 61 Vishbum,
Mississxppi 39180, Telephonae FfS 542-
5430, Commercial (E9)1) 654-54C-9.
John 0. RocXh, Ul,
Dq.-pt ,rc f the Arm,, lzcon O4ficer t1h
[Fxr 14-%ra_-z 21-A C 1r

CUwws CODE erwD-ru-
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Depailment of the Navy

Chief of Naval Operations Executive
Panel Advisory Committee; Anti-
Submarine Warfare Task Force;
Closed Meeting; Correction

Notice was given June 12, 1984, at 49
FR 24163 of a meeting of the Chief of
Naval Operations Executive Panel
Advisory Committee Anti-Submarine
Warfare Task Force on June 27-28,1984,
from 9 a.m. to 5 p.m. each day. The dates
and times for the meeting have been
changed to July 9, 1984, from 9 a.m. to 5
p.m. All other information m the
previous notice remains effective.

For further information on this
meeting contact Lieutenant Thomas E.
Arnold, Executive Secretary of ihe Chief
of Naval Operations Executive Panel
Advisory Committee, telephone (703)
756-1205.

Dated: June 19,1984.
William F. Roos, Jr.,
Lieutenant, JAGG, U.S. Naval reserve, Federal
RegisterLaison Officer.
[FR Doc. 84-16764 Filed 6-21-84; :45 am)

BILNG CODE 3810-AE-M

-Naval Research Advisory Committee;
Closed Meeting

Pursuant to the provisions of the
Federal Advisory Committee Act (5
U.S.C. App. I), notice is hereby given
that the Naval Research Advisory
Committee Panel on Man-in-the-Loop
Targeting will meet on July 12-14,1984,
at the Naval Postgraduate School,
Monterey, California. Sessions of the
meeting will commence at 8:00 a.m. and
terminate at 4:40 p.m. each day. All
sessions of the meeting will be closed to
the public.

The purpose of the meeting is to
review material and presentations
previously received by the Panel and to
conduct a working session to draft the
final report. These matters constitute
classified information that is specifically
authorized under criteria established by
Executive order to be kept secret in the
interest of national defense and is in
fact properly classified pursuant to such
Executive.order. The classified and
nonclassified matters to be discussed
are so inextricably intertwined as to
preclude opening any portion of the
meeting. Accordingly, the Secretary of
the Navy has determined in writing that
the public interest requires that all
sessions of the meeting be closed to the
public because they will be concerned
with matters listed in section 552b(c)(1)
of title 5, United States Code.

For further information concerning
this meeting contact: Commander M. B.

3

DEPARTMENT OF ENERGY

Office of Energy Research

Health and Environmental Research
Advisory Committee; Open Meeting

Pursuant to the provision of the
Federal Advisory Committee Act (Pub.
L. 92-463, 86 Stat. 770), notice is hereby
given of the following meeting:

Name: Health and Environmental Research
Advisory Committee (HERAC)

Date and Time: July 19, 1984--9:00 a.m.-
5:00 p.m. July 20,1984-9:00 a.m.-Noon.

Place: U.S. Department of Energy, Room A-
453, Germantown, Maryland 20545.

Contact: David A. Smith, Department of
Energy, Office of Health and Environmental
Research (ER-72), Office of Energy Research,
Washington, D.C. 20545, Telephone: 301/353-
2987.

Purpose of the Committee: To provide
advice on a continuing basis to the Secretary
of the Department of Energy (DOE), through
the Director of Energy Research, on the many
complex scientific and technical issues that
arise in the development and implementation
of the Health and Environmental Research
(HER) program.

Tentative Agenda: Briefings and
discussions of:

Thursday, July 19, 1984
" Discuss Complex Mixture Subcommittee

Report
" Discuss Epidemiology Subcommittee

Report
" Discuss Report on HER Program Plan
" Public comment (10 minute rule)

Friday, July 20, 1964
* Discuss Report on HER Program Plan
* Public comment (10 minute rule)

Public Particiaption: The meeting is open to
the public. Written statements may be filed
with the Committee either before or after the
meeting. Members of the public who wish to
make oral statements pertaining to agenda
Items should contact David A. Smith at the
address or telephone number listed above.
Requests must be received 5 days prior to the
meeting and reasonable provision will be
made to include the presentation on the
agenda. The Chairperson of the Committee is
empowered to conduct the meeting m a
fashiomn, that will facilitate the orderly
conduct of business.

Transcripts: The transcript of the meeting
will be available for public review and
copying at the Freedom of Information Public
Reading Room, IE-19O, Forrestal Building.

Kelley, U.S. Navy, Office of Naval
Research (Code ICON), 800 North Quincy
Street, Arlington, VA 22217 Telephone
number (202) 696-4870

Dated: June 19, 1984.
Willianl R. Roos, Jr.,
Lieutenant, JAGC, U.S. NavalReserve,
Federal RegisterbLison Officer.
[FR Doec. 84-18765 Fled 6-21-4; 8:45 am]
SILING CODE 3310-AE-M
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1000 Independence Avenue, SW,,
Washington, D.C., between 8:30 a.m. and 4:00
p.m., Monday through Friday, except Federal
holidays.

Issued at Washington, D.C., on Juno 19,
1984.
Howard H. Ralken,
DeputyAdvisory Committee Management
Officer.
[FR Dor. I.-10763 Filcd 0-21-84. 0.45 timJ
DILLING CODE 6450-01-M

Federal Energy Regulatory

Commission

[Docket No. CP84-453-000]

ANR Pipeline Co., Proposed Blanket
Authorization Activity

June 19, 198-1.
Take notice that on June 1,198-, ANR

Pipeline Company (ANR), 500
Renaissance Center, Detroit, Michigan
48243, filed In Docket No. CP84-453-000
a request pursuant to § 157,205 of the
Commission's Regulations under the
Natural Gas Act (18 CFR 157.205) that
ANR proposes to undertake a
transportation service on behalf of
Sohio Chemical Company (Sohlo), an
eligible end-user, under its authorization
issued m Docket No, CP82-480-000
pursuant to Section 7 of the Natural Gas
Act, all as more fully set forth in the
request on file with Commission and
opento public inspection.

It is stated that the gas to be
transported would be sold to Sohlo by
Sohio Petroleum Company (Sohlo
Petroleum), Oklahoma Natural Gas
Company (ONG), and ANR Gathering
Company (Gathering), all referred to
also as Sellers. ANR would take receipt
of up to 90 billion Btu equivalent of gas
per day which the Sellers would tender
or cause to tender to ANR for Sohlo's
account. ANR states that Its system Is
interconnected with that of the Sellers,
at various existing and proposed points
of interconnection in the States of
Kansas, Oklahoma, Texas and
Louisiana. A&R would transport and
deliver the volumes to Sohxo and/or
Columbia Gas Transmission
Corporation (Columbia) for Sohio's
account. It Is explained that ANR's
pipeline system is interconnected with
the facilities of Sohio near Haviland,
Ohio, and with the pipeline system of
Columbia in Paulding County, Ohio.
ANR advises that, where necessary,
Columbia would provide additional
transportation service for Sohio.

it is further stated that the gas to be
transported would be used as boiler
fuel, feedstock, and process gas In
Sohio's Lima, Ohio, plant.
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In addition to the request for authority
to undertake the specific transportation
service, ANR requests flexible authority
to provide transportation on behalf of
Sohio. It is explained that the additional
transportation service wquld be to
Sohno's facility in Lima, Ohio, and would
be within the peak day, average day and
annual transportation volumes stated in
the request. ANR further states that in
the event Sohio should acquire other
sources of natural gas requiring
transportation service by ANR, or
obtain gas at other points of receipt or
require delivery at other points of
delivery, ANR would provide such
transportation under the flexible
authority requested and would advise
the Commission within 30 days of any
addition or deletion of any gas suppliers
and/or receipt or delivery points.

It is stated that as consideration for
providing the transportation service,
ANR would receive 54.7 cents per dt
equivalent for all gas transported from
points of receipt in Kansas, Oklahoma
and Texas and delivered to, or for
Sohio's account; and/or 51.5 cents per dt
equivalent for all gas transported from
points of receipt in Louisiana and
delivered to, or for Sohio's account.
ANR states that Sohio would reimburse
ANR for the transportation costs ONG
incurs in transporting the gas from Sohio
Petroleum's facilities to ANR's facilities,
which costs are determined by taking
the total of the amounts received by (i)
multiplying the volumes of "dedicated
gas" transported by zero cents and (ii)
multiplying the volumes of "released
gas" transported by ten cents. It is
further stated that Sohio would pay
ANR a metering charge of 2.0 cents per
dt for all gas ANR delivers to Columbia
for Sohio's account until an aggregate of
28,364,000 dt has been delivered to
Columbia under this and all other
agreements utilizing the Paulding
County, Ohio, interconnection.

Any person or the Commission's staff
may, within 45 days after issuance of
the instant notice by the Commission,
file pursuant to Rule 214 of the
Commission's Procedural Rules (18 CFR
385.214) a motion to intervene or notice
of intervention and pursuant to § 157.205
of the Regulations under the Natural
Gas Act (18 CFR 157.205) a protest to the
request. If no protest is filed within the
time allowed therefor, the proposed
activity shall be deemed to be
authorized effective the day after the
time allowed for filing a protest. If a
protest is filed and not withdrawn
within 30 days after the time allowed for
filing a protest, the instant request shall
be treated as an application for

authorization pursuant to section 7 of
the Natural Gas Act.
Kenneth F. Plumb,
Secretary.
[FR D,,. C4-i5'52- PH!~ G-2i-C4. M~ cm)
SMUG CODE C717-01-M

[Docket No. CP84-438-000

Arkans-.s Louisiana Gas Co., a Divsion
of Arkla, Inc., Application

June 19, 19M.
Take notice that on May 23,1934,

Arkansas Louisiana Gas Company, a
division of Arlka, Inc. (Applicant), P.O.
Box 21734, Shreveport, Louisiana 71151,
filed in Docket No. CP84-43&-0U0 an
application pursuant to section 7(c) of
the Natural Gas Act for a certificate of
public convemence and necessity
authorizing the transportation of natural
gas for an existing industrial customer,
Agrico Chemical Company (Agrico), all
as more fully set forth in the application
which is on file with the Commission
and open to public mspection.

Applicant states that it has instituted
a transportation program for various of
its existing large industrial customers
called the ECOSHARE plan. Applicant
indicates that the ECOSHARE plan was
developed as part of a settlement In a
general retail rate increase proceeding
at the Arkansas Public Service
Commission involving Applicant's Rate
Schedule No. 4. It is stated that under
the ECOSHARE program instead of
buying all its plant requirements from
Applicant, the customer may purchase
spot gas from other suppliers which
would be transported by Applicant to
the customer's plant. It is further stated
that Applicant would continue to sell a
substantial part of the plant's pas
requirements and that the total volume
of gas delivered by Applicant to the
plant including both transported
volumes and sales volumes may not
exceed the maximum daily quantity of
gas specified in Applicant's Arhansas
Public Service Comm ssion Rate
Schedule 4 service agreemert coverning
the plant. It is said that Applicant under
the ECOSHARE program has the option
to purchase for its own system supply 50
percent of the spot gas arranged for by
the large industrials.

Specifically. Applicant proposes to
transport, on a firm basis, natural gas
for Agnco from three delivery points
located in Custer County, Oldahoma,
Grady County, Oklahoma, and Frardin
County, Arkansas, to Agrico's
Blytheville, Arkansas fertilizer plant.
Applicant also requests blanket
authorization for the addition and
deletion of delivery points as necessary.

The transportation service for Agrico is
proposed for term ending on May 1,
1937. Applicant proposes to charge
Agrico $9.3484 per million Btu for a gas
delivered directly into Applicant's
transmission system and S.5338 per
million Btu for gas delivered into
Applicant's gathering facilities. It is said
that these charge are based on the
methodology and billing determinants
used in designing rates to recover the
transmission, storage, and gathering
costs in Arkla's presently effective
FERC Gas Rate Schedule Nos. X-26 and
G-2. Applicant indicates that because
volumes transported under the
ECOSHARE program would mean
reduced sales volumes, Applicant
cannot afford to continue the program
unless it can recover its unit systemwide
transmission, storage and gathering
costs associated with transporting a
portion of a plant's requirements instead
of selling that gas to the plant. It is also
indicated that under Applicant's
Arkansas Public Service Commission
Rate Schedule 4, The ECOSHARE
transportation service may be
terminated unless Applicant's costs are
fully recoverable by it and are not
required to be credited to Account 191.

Applicant states that the ECOSHARE
transportation program offers
opportunities to alleviate take-or-pay'
supply arrangements on its system.
while at the same time benefiting the
industrial customer involved. the
producer involved and the other
customers on Applicant's system.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before July 10,
1834, file with the Federal Energy
Regulatory Commission. Washington,
D.C. 20426, a motion to intervene or a
protest in accordance with the
requirements of the Commission's Rules
or Practice and Procedure (18 CFR
385.214 or 385.211) and the Regulations
under the Natural Gas Act (18 CFR
157.10). All protests fled with the
Commission will be considered by it m
determining the appropriate action to be
taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
motion to invervene in accordance with
the Commission's Rules.

Take further notice that, pursuant to
the authority contained m and subject to
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
sections 7 and 15 of the Natural Gas Act
and the Commission's Rules of Practice
and Procedure, a hearing will be held
without further notice before the

25567
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Commission or its designee on this
application if no motion to intervene is
filed within the lime required herein, if
the Commission on its own eview of the
matter finds that a grant of the cetificate
is required by the public convemence
and necessity, If a motion for leave to
intervene is timely filed, or if the
Commission on its own motion believes
that a formal hearing is required, further
notice of such hearing will be duly
given.

Under the procedure herein provided
for, unless otherwise advised it will be
unnecessary for Applicant to appear or
be represented at the hearing.
Kenneth F. Plumb,
Secretary.
(FRiOoc. 16707Fied6-845"8.:i5 rnl

VLIWNQ CODE *707-01-M

(Docket No. CPM4-463-000j

Florida Gas Transmission Co.,
Application

June 19,1984.
Take notice that on June4,1984,

Florida Gas Transrmssion Company
(FGT), P.O. Box 44, Winter Park, Flonda
32790, filed in Docket No. CP84-463-000
an application pursuant to section 7(b)
of the Natural Gas Act forpermission
and approval to abandon a
transportation service for Mid Louisiana
Gas Company (Mid Louisiana) and
facilities constructed therefor. all as
more fully set forth in the application
which is on file with the Commission
and open to public inspection.

FGT states that it was transporting up
to 3.5 billion Btu of natural gas per nday
for Mid Louisiana from the Bayou Bleu
Field Area in Iberville Parish, Louisiana.
to East Baton Rouge Parish, Louisiana,
pursuant to a ttansportation agreement
dated July 30, 1979. It is asserted that
both FGT and Mid Louisiana
constructed connections to their exsting
facilities and installed meters to effect
the transportation service. FGT now
proposes to abandon the transportation
service and associated facilities because
the production of gas in the Bayou Bleu
Field ceased in September 1983, and
further production is unwarranted.

Any person desiring to be heard-or to
make any protest with reference to said
application should on or before July 10,
1984, file with the Federal Energy -
Regulatory Commission, Washington,
D.C. 20426, a motion to intervene or a
protest in accordance with the
requirements of the Commission's Rules
of Practice and'Procedure (18 GFR
385.214 or 385.211) and the Regulations
under the Natural Gas Act-118 CFR '

157.10). Allprotestsflled with the
Commission will be considered by it in
determining the appropriate action to be
taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
motion to intervene inaccordance with
the Commission's Rules.

Take further notice that, pursuant to
the authority contained in and subject to
the jurisdiction conferred upon the
Federal Energy Regulatory Commission
by sections 7 and 15 of the Natural Gas
Act and the oommissions Rules of
Practice and Procedure, a hearing will
be held without further notice 'before the
Commission or its designee on this
applica'tion if no motion to intervene is
filed wifthn the time required herein, if
the Commission onit own review of the
matter finds that and ermission and
approval for the proposed abandonment
are requiredby the public convenience
and necessity. If a motion for leave to
intervene is timely filed, or If the
Commission on its own motion believes
that a formal hearing is required, -further
notice of such hearing will be duly
gien.

'Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for FGT lo appear or be
representeda a the hearing.
Kenneth F. Plumb,
Secretary.
[FR Doc. ,4-167flFiled 6-21-84; &45 am]
BILLING CODE 67.17-01-M

[Docket No. CP84-251-001]

K N Energy, inc. ;Amendment to
Application

June 19. 1984.
Take notice that on June 14,1984, K N

Energy, Inc. (K N), P.O. Box 15265,
Lakewood, Colorado 80215, filed in
Docket No. CP84-251-001 an
amendment to the pending application
filed in Docket No. CP84-251-000
pursuant to section 7(c) of the Natural
GasAct for a certificate of public
convemence and necessity requesting
waiver of §13.b(1)(a) of K N's FERC Gas
Tariff with respect to 'the sale of gas to
Jams Company, Inc. fIams), all as more
fully set forth -in the amendment which
is on file with the Commission and open
to publi inspection.

K N explains that it has an application
on file with the Commission in Docket
No. CP84-251--000 for authorization to
render service to Jams near Aurora,
Nebraska. It is further stated that .the
application involves, in part, an existing

,customer's transfemng a portion of its
annual volumetric limitation to tams.

K N herein amends its application to
request permanent waiver of § 13.b(1)(a)
of itsFERCGas Tariff soas to permit
Jams to'use, on an annual basis, in
excess of 100,000 Mcfof gas. K N stales
that this tariff provision restncts the
boiler fuel use of a new customer to
lOO,00 Mcf of-as m-nually. Under the
certificate authorization sought in this
docket and the waiver requested herein,
K N would provide natural 'gas service
to Iams' boiler and non-boiler fuel
requirements, it is slated.The estimated
maximum peak'ay capability of the
equipment to be initially installed would
be about 300 Mcf for boiler fuel and 108
Mef for dryer fuel, with natural gas to be
also used for industrial non-bicoler fuel
human needs zeqmrements. Within three
years, Jams anticipates installing
additional gas fuel equipment resulting
in a peak day capability to
approximately 454 Mcf for boiler fuel
and 217 Mcf for dryer fuel. it is stated.

The non-boller fuel'use would be an
'essential agricultural use and would be
classified in Priority 2 unuer K N's
curtailment plan, K N alleges. It is
explained that as the boiler fuel would
be used for pee2 food manufacture, it
does not qualify as essential agricultural
use and would fall within Priority 3(b) of
K N's curtailment plan initially, subject
to reclassification laterbased upon
actual peak day usage.

Any person desirng to be heard or to
make any protest with reference to said
amendment should on or before July 3,
1984, file with he Federal Energy
Regulatory Commission, Washington,
D.C. 20426, a motion to intervene or a
protest in accordance with the
requirements of the Commissionris Rules
of Practice and Procedure 118 CFR
385,214 or 385.211) and the Regulations
under the Natural Gas Act (18 CFR
157.10. All protests filed with the
Commission will be considered by it in
determining the appropriate action to be
taken but will not serve lo make the
protestants parties to the proceeding.
Any person wishing to become a party
lo a proceeding ,or to participate as a
party in any hearing therein must file a
motion to intervene in accordance with
the Commission's Rules. All persons
who'have heretofore filed need not file
again.
Kenneth F. Plumb,
Secretary.
1FR Dec. 84-16709 Filed 0-21-N4: &:45 ar

BILLING CODE 6717-D-M
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[Docket No. CP4-451-000]

Michigan Gas Storage Co., Application

June 19,1984.
Take notice that on May 31,1984,

Michigan Gas Storage Company
(Applicant), 212 West Michigan Avenue,
Jackson, Michigan 49201, filed in Docket
No. CP84-451-000 an application
pursuant to Section 7 of the Natural Gas
Act and Subpart F of Part 157 of the
Commission's Regulations for-a blanket
certificate of public convemence and
necessity authorizing the construction,
acquisition and operation of facilities
and the transportation and sale of
natural gas and for permission and
approval to abandon certain facilities
and services, all as more fully set forth
in the application on file with the
Commission and open to public
inspection.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before July 10,
1984, file with the Federal Energy
Regulatory Commission, Washington,
D.C. 20426, a motion to intervene or a
protest in accordance with the
requirements of the Commission's Rules
of Practice and Procedure t18 CFR
385.214 or 385.211] and the Regulations
under the Natural Gas Act (18 CFR
157.10). All protests filed with the
Commission will be considered by it in
determining the appropriate action to be
taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
motion to intervene in accordance with
the Commission's Rules.

Take further notice that, pursuant to
the authority contained in and subject to
the jurisdiction conferred upon the
Federal Energy Regulatory Commission
by sections 7 and 15 of the Natural Gas
Act and the Commission's Rules of
Practice and Procedure, a hearing will
be held without further notice before the
Commission or its designee on this
application if no motion to intervene is
filed within the time required herein, if
the Commission on its own review of the
matter finds that a grant of the
certificate and pernussion and approval
for the proposed abandonment are
required by the public convenience and
necessity. If a motion for leave to
intervene is timely filed, or if the
Commission on its own motion believes
that a formal hearing is required, further
notice of such hearing will be duly
given.

Under the procedure herein provided
for, unless otherwise advised, it will be

unnecessary for Applicant to appear or
be represented at the hearing.
Kenneth F. Plumb,
Secretary.

[FR Dm 4--1G71I FdZ.! 0-21-4. &4 vi
BLWa CODE 0717-01-.M

[Docket No. ER84-48G.000]

Niagara Mohawk Power Corp., Filing

June 19.1934.
The filing Company submits the

following:
Take notice that on June 11, 1984.

Niagara Mohawk Power Corporation
(Niagara) tendered for filing a proposed
rate schedule between Niagara and the
Power Authority of the State of New
York (PASNY) dated March 3,1983.

Niagara presently has on file an
agreement with PASNY dated March 3,
1983. This agreement with PASNY
provides for Niagara to deliver for
PASNY over Niagara's transmission
system power and energy of PASNY to
Pennsylvania Electric Company at the
New York-Pennsylvania State Line.

Niagara states that the instant filing
agreement proposes to revise the
transmission rates for transmitting
power and energy for PASNY. The
proposed rates are those contained in
the settlement agreement of Docket No.
ER83-652-000. An effective date of May
1,1984 is proposed.

Copies of this filing were served upon
Allegheny Electric Cooperative, Inc., the
Power Authority of the State of New
York and the Public Service Commission
of the State of New York.

Any person desiring to be heard or to
protest said filing should file a motion to
intervene or protest with the Federal
Energy Regulatory Commission, 825
North Capitol Street, NE., Washington,
D.C. 20426, in accordance with Rules 211
and 214 of the Commission's Rules of
Practice and Procedure (18 CFR 385.211,
385.214). All such motions or protests
should be filed on or before July 2,1984.
Protests will be considered by the
Comnussion in determining the
appropriate action to be taken, but will
not serve to make protestants parties to
the proceeding. Any person wishing to
become a party must file a motion to
intervene. Copies of this filing are on file
with the Commission and are available
for public inspection.
Kenneth F. Plumb,
Secretory.

UILWNG CODE 6717-01-M

[Docket No. ERg4-487-000]

Niag ra Mohawk Power Corp., Filing

June 19,1934.
The filing Company submits the

following:
Take notice that on June 11, 1934,

Niagara Mohawk Power Corporation
(Niagara) tendered for filing a proposed
rate schedule betveen Niagara and the
Power Authority of the State of New
Yorl (PASNY) dated March 22,1933.

Niagara presently has on file an
agreement with PASNY dated March 22,
1933. This agreement with PASNY
provides for Niagara to deliver for
PASNY over Niagara's transmission
system power and energy of PASNY to
Pennsylvania Electric Company at the
New York-Pennsylvama State Line.

Niagara states that the instant filing
agreement proposes to revise the
transmission rates for transmitting
power and energy for PASNY. The
proposed rates are those contained in
the settlement agreement of Docket No.
ER83-652.-O0. An effective date of May
1,1994 is proposed.

According to Niagara copies of this
filing have been served upon the
Division of Light and Power of the City
of Cleveland, the Power Authority of the
State of New York, and the Public
Service Commission of the State of New
York.

Any person desiring to be heard or to
protest said filing should file a motion to
intervene or protest with the Federal
Energy Regulatory Commission, 825
North Capitol Street, NE., Washington,
D.C. 20426, in accordance with Rules 211
and 214 of the Commission's Rules of
Practice and Procedure (18 CFR 385.211,
385.214). All such motions or protests
should be filed on or before July 2,1934.
Protests will be considered by the
Commission in determining the
appropriate action to be taken, but will
not serve to make protestants parties to
the proceeding. Any person wishmg to
become a party must file a motion to
intervene. Copies of this filing are on file
with the Commission and are available
for public inspection.
Kenneth F. Plumb,
Secretary.
[FR D~ =- C M3 FZ Cd 0.21-Ou r: Vc =j
C2LLNaG CODE 717-01-M

[Docket No. CP04-420-0001

Northern Border Pipeline Co.,
Application

June 19.1934.
Take notice that on May 18. 1934,

Northern Border Pipeline Company
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(Northern Border),224 S-rnith loth
Avenue, Omaha, Nebraska 68154, filed
in Docket No. PZ-1-420--0 an
application pursuant to section.7 of the
Natural Gas Act and Subpart F of Part
157 of the Commission's Regulations for
a blanket certificate of public
convenience and necessity authorizing
the construction, acquisition, and
operation of certain facilities and the
transportation and sale of natural gas
and for pernussion and approval to
abandon certain facilities and service,
all as more fully set forth in the
application on file with the Commission
and open to public inspection.

Any person desiring to be :heard or to
make any protest with reference to said
application should on or before July 10,
1984, file with the Federal Energy
Regulatory Commission, Washington.
D.C. 20426, a motion to intervene or a
protest in accordance with the
requirements of the Commission's Rules
of Practice and Procedure (18 CFR
385.214 or385.211) and the Regulations
under the Natural Gas Act (18 CFR
157.10). All protests filed with the
Commission will be considered by it in
determimng the appropriate action to be
taken but will not serve to make the
protestants parties to the pro ceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
motion to intervene in accordance with
the Comrmssion's Rules.

Take further notice that, pursuant to
the authority contained in and subject to
the jurisdiction conferred upon the
Federal Energy Regulatory Commission
by uections 7 and 15 of the Natural Gas
Act and the Commission's Rules of
Practice and Procedure, a hearing will
be held without further notice before the
Commission or its designee -on this
application if no motion to intervene is
filed within the time required heren, if
the Commission on its own review of the
matter finds that permission and
approval for the proposed abandonment
are required by the public convenience
and necessity. If a motion for leave to
intervene is timely filed, or if the
Commission on its own motionibelieves
that a formal hearing is required, further
notice of such-hearing vill be duly
given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Northern Border to
appear or be represented at the hearing.
Kenneth F. Plumb,
Secretary.

[FR Doz W-16714 Filed' 21--:,4; 845 am]
BILUNG CODE 6717-01-U

[Docket flo. CP82-229-01 ]

Northwest Central Pipeline Corp.;
Petition To Amend

June 19, 1984.
Take notice that on May 25,1984,

Northwest Central Pipeline Corporation
(Northwest], P.O. Box 25128, Oklahoma
City, Oklahoma 73125, filed in Docket
No. CP82-229-001 a petition pursuant to
section 7 of the Natural Gas Act to
amend the order issued August 25, 1982,
in Docket No. CP82-229-000, as
amended, so as to authorize a company-
owned 230 horsepower compressor unit
to be installed in place of a 270
horsepower rental compressor unit at
Northwest's South Welda Storage Field
located in Anderson County, Kansas, all
as more fully set forth m the petition to
amend which is on file with the
Commission and open to public
inspection.

It is stated that the additional
horsepower was required to reinject
storage field gas which was being
released from the reservoir.as a result of
drilling to other zones by oil producers.
The development of the area by the
producers was slower than anticipated
and only now is additional horsepower
actually required. Northwest states that
in the interim it has returned to stock a
230 horsepower company-owned
compressor unit which would fulfill the
present and anticipated future
additional compression requirements at
the South Welda Storage Field.

Northwest states that the cost of
installing the company-owned
compressor-unit is estimated to be
-$162,211 which compares to the 1982
estimate of $29,590 to install the rental
compresorinit; however, the monthly
zental -charge of $5,991.50 would be
avoided by unstalling the company-
owned unit.

Any person desiring to be heard or to
make any protest with reference to said
petition to amend should on or before
July 10, 1984, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20426, a motion to
intervene or a protest in accordance
with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 385.214 orZ85.211)
and the Regulations under the Natural
Gas Act 118 CFR 157.10). All protests
filed with the Commission will be
considered by it in determining the
appropriate action to be taken but will
not serve to make the protestants
parties to the proceeding. Any person
wishing to become a party to a
proceeding or to participate as a party in
any hearing therein must file a motion to

intervene in accordance with the
Commission's rules.
Kenneth F. Plumb,
Secretary.
[FR Doc, 84-1S7LrFiled O--4:R45amj

BILUNG CODE 0717-01-M

IDocket Nos. CP82-322-006 and CP82-322-
007]
NorthwestPipaline Corp., Petition To
Amend

June 19, 1984.
Take notice that on May 18, 1984,

Northwest Pipeline Corporation
(Northwest, P.O. Box 8900, Salt Lako
City, Utah 84108-0900, filed in Docket
No. CP82-322-006 a petition to amend
further the order issued September 30,
1982, as previously amended, in Docket
No. CP82-322-000 pursuant to section 7
of the Natural Gas Act so as to
authorize the addition of a receipt point
and an extension of the term of the
certificated transportation service
authorized to be provided for the
account of J.R. Simplot Company
(Simplot), all as more fully set forth in
the petition to amend which is on file
with the Commission and open to public
inspection.

Northwest requests herein that the
Commission amend its orders of
September 30, 1982, and May 13, 1983, so
as to authorize the transportation
service until May 20,1987 Northwest
also requested authorization to add a
receipt point in Rio Arriba County, New
Mexico, but on May 25, 1984, filed in
Docket No. CP82-322-007 an

',)mendment to the subject petition to
_amend to rescind that request.

Northwest indicates that it would
continue to receive up to 10 billion Btu
of natural gas purchased by Simplot
from Southern Union Gathering
Company and redeliver gas to Simplot
near Pocatello, Idaho.

Northwest states that Simplot
continues to require purchases of
natural gas in the operation of its
Pocatello plant. Northwest indicates
that it proposes by this petition no other
changes to the existing authorization,

Any persondesiring to be heard or to
make any protest with reference to zaid
petitionto amend should on orbefore
July 10, 1984, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20420, a motion to
intervene or a protest in accordance
with -the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 385.214 or 385.211]
and the Regulations under the Natural
Gas Act 118 CFR 157.10). All protests
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filed with the Commission will be
considered by it in determining the
appropriate action to be taken but will
not serve to make the protestants
parties to the proceeding. Any person
wishing to become a party to a
proceeding or to participate as a party in
any hearing therein must file a motion to
intervene in accordance with the
Commission's Rules.
Kenneth F. Plumb,
Secretary.
tFR Do=. 84-m7 Filed 6-r2--A &4sam]

BILLNG CODE 6717-01-M

[Docket No. CP84-442-000]

Northwest Pipeline Corp., Application

June 19,1984.
Take notice that on May 24,1984,

Northwest Pipeline Corporation
(Northwest), 295 Chipeta Way, Salt Lake
City, Utah 84110, filed n Docket No.
CP84-442--000 an application pursuant to
section 7(c) of the Natural Gas Act for a
certificate of public convemence and
necessity authorizing Northwest to
continue exchanging natural gas with

- Colorado Interstate Gas Company
(CIG], all as more fully set forth in the
application which is on file with the
Commission and open to public
inspection.

Northwest requests that the
Commission authorize service pursuant
to two transportation and exchange
agreements between Northwest and CIG
so as to add the CIG-Green River meter
as an exchange redelivery point under
the exchange agreements. It is stated
that the subject exchange agreements
constitute Rate Schedules X-26 and X-
66 m Northwest's FERC Gas Tariff and
that service under Rate Schedule X-26
was certificated in Docket Nos. CP75-
295 and CP78-119 and that service under
Rate Schedule X-66 was certificated in
Docket No. CP78-122. It is further stated
that the CIG-Green River meter would
be located on the suction side of
Northwest's Green River Compressor
Station in Sweetwater County,
Wyoming, and would enable Northwest
physically to receive gas from CIG
under the exchange agreements.

Northwest explains that it sells gas to
CIG under Rate Schedule PL-1 and
physically delivers such gas to CIG at an
existing sales delivery point located on
the discharge side of Northwest's Green
River Compressor Station in Sweetwater
County. It is further explained That the
Northwest-Green River meter is the only
certificated redelivery point from CIG to
Northwest under the exchanges and that
CIG's redelivenes under the exchanges
are accomplished at the Northwest-

Green River meter by displacement of
the physical deliveries of -as which
Northwest would otherwise make to
CIG under Rate Schedule PL-I.

Northwest states that CIG filed an
application in Docket No. CPa4-2o0
requesting authorization to construct
and operate the CIG-Green River meter
in order to deliver gas physically to
Northwest under the exchange
agreements. It is further indicatcd that
the CIG-Green River meter would be
used to provide for the redelivery of
Northwest's gas under the excl'ange
agreements during periods when CIG is
not purchasing gas at the Northwest-
Green River meter.

Other than the addition of the CIG-
Green River meter as an authorzed
exchange redelivery point from CIG,
Northwest states that it propoaes no
changes to the certificated service
currently provided under the exchange
agreements. Northwest explains that
upon Commission approval of its
application it would timely file revisions
to Rate Schedules X-20 and X-Gs of its
FERC Gas Tariti to incorporate the CIG-
Green R-er meter as a redeivery point
thereunder.

Any r-on d zring to be heard or to
make any protest with rEfErEnce to said
application should on or before July 10,
1984, file with the Federal Energy
Regulatory Commission, Washington,
D.C. :-0426. a motion to intervene or a
protest in accordance vith the
requirements of the Corinussion'is Rules
of Practice and Procedure (18 CFR
385.214 or 385211) and the Regulations
under the Natural Gas Act (10 C M-
157.10). All protests filed with tbe
Commission will be considered by it in
determining the appropriate action to be
taken but will not serve to mak:e the
protestants parties to the prcccdin-.
Any person vashing to bcome a party
to a proceeding or to parlicipait as a
party m any hearn therein must file a
motion to intervene m accordance with
the Commission's Rules.

Take further notice that, pursuant to
the authority contained Ln and subiect to
]urisdiction conferred upon the Federal
Energy Regulatory Commission by
sections 7 and 15 of the Natural Gas Act
and the Commicsion's Rules of Practice
and Procedure, a hearing will be held
without further notice before the
Commission or its designee on this
application if no motion to intervene is
filed within the time required herein, if
the Commission on its own review of the
matter finds that a grant of the
certificate is required by the public
convenience and necessity. If a motion
for leave to intervene is timely filed, or if
the Commission on its own motion
believes that a formal hearing is

requiredL further notice of such hearing
will be duly gwen.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Northwest to appear or
be represented at the hearing.
Nennzth F. Plumb,

JnIM _ .M-1=17F -- Cu Mt-, ez
C:u.'c3 CC:- c71-014i

[Docket No. TA34-2-28-C.O]

Panhinndle Eastern Pipe Line Co.;
Change In Tariff

June 19, 1!£?A.
Take notice that on June 15,1934,

Panhandle Eastern Pipe Line Company
(Panhandle) tendered for filing the
following revised sheets to its FERC Gas
Tarif, Original Volume No. I-
Forty-Ninth Revised Sheet No. 3-A
Twesty-Sbith Revised Sheet No. 3-B

An effective date of July 1. 1934 is
propozzd.

Panhandle stated that these revised
tariff sheet3 reflect a reduced PGA rate
adjustment of (11.32,] per DL in
Panhandle's applicable commodity and
one-part rates.

This propoced rate reduction
repre-sents a downward revision of the
FGA rate adjustment which became
effective March 1, 19M in Doel:et No.
TAMe-1--23, and is being filed at tims
time m compliance aih various
Comramision orders in the Docket No.
TA94-1-23 and Do- et No. TAM3-2-23,
as more fully e:,plafned belo,;.
Docket Nos. TA&I-1-234-O2 and TAE---
1-28-EB4-

Ordcring Paragraph (B] of the
Comrmssion's OrderAcceptn,- Re-7ed
Tarff ShCe's, Subject to C0n7rY.fari
dated May 25,1934 in Docket Nos.
TA84-1-2&-092 and TAC4-1-23-C54,
conditioned acceptance of the
pravioucly filed tariff sheets effective
March 1.1934, upon Panhandle filing
revised tariff sheets withm thirty days to
reflect the removal of certain carrying
charges from Account No. 191
associated with the unrecovered gas
costs for the months of June 1233
through August 1923. This adjustment
represents a (0.21}) par DL reduction in
the carryn3 charge surcharge, and is
reflected in the instant filing, in
compliance with the Commission's May
25,1934 Order, without prejudice to
Panhandle's right to seeking judicial
review of the Commission's Order dated
May 25, 1284.

With respect to the refunds that result
from this (0.21€] per DL reduction in

2-5371
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rates, effective March 1, 1984, Panhandle
Is proposing to refund these amounts by
crediting Account No. 191.1306, in the
amount of $257,382, which will result in
an immediate reduction in Panhandle's
rates effective July 1, 1984. The refund
amount to be flowed through reflects the
actual excess carrying charges collected
during the period March through May
1984, and estimated excess charges
applicable to June, 1984, together with
appropriate interest.

Docket No. TA83-2-28-000
The Commission issued Opinion No.

223 dated June 1, 1984 which upheld the
Initial Decision issued by
Administrative Law Judge Murray on
February 16,1984, in the above-
referenced proceeding. The effect of the
Commission's June 1, 1984 Order was to
deny Panhandle's request for carrying
charges to be contemporaneous with the
approved amortization period. Without-
prejudice to Panhandle's rights with
respect to seeking judicial review of the
June 1, 1984 Order, Panhandle has
included in the instant filing a reduction
of (2.87¢) per Dt. to reflect the
elimination of carrying charges
associated with the amortized deferred
account subsequent to June 1, 1984,
which was the end of the twelve-month
period during which the Commission
approved collection of carrying charges
applicable to the amortized deferred
account.

The remaining balance in Sub-
Account 191.1304, which is solely
related to the carrying charges permitted
by the Commission during the first
twelve months of the three-year
amortization period of the Deferred
Purchased Gas Costs, is being'
transferred to the current Sub-Account
191.1306, which will be recovered during
this PGA period.

In addition to the above-described
adjustments, the instant filing also
reflects a reduction of (8.31€) per Dt. to
the applicable surcharges related to the
"Current" as contrasted with the
Amortized, Deferred Purchased Gas
Cost Account and the Deferred
Purchased Gas Cost Carrying Charge
Account, respectively. This rate
reduction reflects a diminution in the
current deferred account balance, which
reduction would normally be filed to
become effective September 1, 1984, in
conjunction with Panhandle's normally
scheduled PGA rate adjustment.
However, in light of the above-described
compliance rate adjustments, Panhandle
believes it is appropriate to include this
reduction in the instant filing, to provide
this rate relief to its customers at the
earliest practicable date, and to provide

a measure of rate stability on its system,
by avoiding any additional rate changes.

Panhandle further states that in order
to inplement this rate reduction, it is
necessary for Panhandle to request
waiver of several requirements in the
normal PGA and tariff procedures. All
necessary waivers are hereby
respectfully requested, including, but not
limited to:

(a) Waiver of the twice a year PGA
limitation in order to permit this
intermediate PGA rate reduction to
become effective July 1,1984, in
compliance with the various
Commission Orders previously
described. As the Commission is aware,
the normal PGA rate adjustment dates
for Panhandle are March 1 and
September 1.

(b) Waiver of the 45 days' notice
period for PGA rate adjustments
specified in Section 18.1 of Panhandle's
tariff, in order to bring the benefits of
the lower rates to the resale customers
as soon as practicable.

(c) Waiver of the provisions of the
PGA tariff and'regulations to permit tls
slight adjustment to the normal six
month collection period to permit the
collection of the deferred purchased gas
cost account and the deferred purchased
gas cost carrying charge account over a
period of eight (8] months to coincide
with the timing of Panhandle's next
regularly scheduled PGA at March 1,
1985.

(d) Waiver of the provisions of the
PGA tariff to permit the flow-through, by
credit to Account 191.1306, of the excess
carrying charges collected, including
interest, during the period March-June,
1984.

To the extent required, if any,
Panhandle requests that the Comnussion
grant such other waivers as may be
necessary for the acceptance of these
tariff sheets to become effective July 1,
1984.

Supporting computation sheets are
enclosed and copies of tis letter and
enclosures are being served on all
jurisdictional customers and applicable
state regulatory agencies.

Any person desiring to be heard or to
protest said filing should file a petition
to intervene or protect with the Federal
Energy Regulatory Commission, 825
North Capitol Street, NE., Washington,
D.C. 20426, in accordance with Rules 211
and 214 of the Commission's Rules of
Practice and Procedure (18 CFR 385.211
and 385.214). All such petitions or
protests should be filed on or before
June 27 1984. Protests will be
considered by the Commission in
determining the appropriate action to be
taken, but will not serve to make

protestants parties to the proceeding.
Copies of this filing are on file with the
Commission and are available for public
inspection.
Kenneth F. Plumb,
Secretary.
tFR Dec. e4-16718 Filed 0-21-_I; 8:45 am]
BILLING CODE 6717-01-U

[Docket No. CP84-460-000]

Southern Natural Gas Co., Application

June 19,1984.
Take notice that on June 1, 1984,

Southern Natural Gas Company
(Southern), P.O. Box 2563, Birmingham,
Alabama 35202, filed in Docket No,
CP84-460-000 an application pursuant to
section 7(c) of the Natural Gas Act for a
certificate of public convenience and
necessity authorizing the transportation
of up to 3 billon Btu of natural gas per
day for Florida Gas Transmission
Company (Florida Gas), all as more fully
set forth in the application which is on
file with the Commission and open to
public inspection.

Southern proposes to implement the
terms of an agreement between
Southern and Florida Gas dated March
6, 1984, whereby Southern has agreed to
transport, on an interruptible basis, up
to 3 billion Btu of gas per day for Florida
Gas for an initial period of 3 years and
year to year thereafter. Southern
proposes a rate as may be set forth In its
FERC Gas Tariff, Rate Schedule K-2.
which is currently 32.7 cents per million
Btu.

Southern states that the gas to be
transported has been purchased by
Florida Gas from Callon Petroleum
Company, et al., and would be received
by Southern at the existing
interconnection between the outlet of
the Amnne Processing Plant of Petroleum
Corporation of Delaware and the Inlet of
Southern's existing measuring facilities
located in Lawrence County,
Mississippi. Southern would redeliver a
thermally equivalent quantity of gas to
Florida Gas at the flange or weld
connecting the facilities of Florida Gas
with the facilities of Southern near mile
post 127.357 on Southern's 20-Inch Mum
Pass-Franklinton Line, Washington
Parish, Louisiana.

It is submitted that no new facilities
are required in order to perform the
transportation service.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before July 10,
1984, file with the Federal Energy
Regulatory Commission, Washington,
D.C. 20426, a motion to intervene or a
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protest in accordance with the
requirements of the Commission's Rules
.of Practice and Procedure (18 CFR
385.214 or 385.211) and the regulations
under the Natural Gas Act (18 CFR
157.10). All protests filed with the
Commission will be considered by it in
determining the appropriate action to be
taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
motion to intervene in accordance with
the Commission's Rules.

-Take further notice that, pursuant to
the authority contained in and subject to
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
sections 7 and 15 of the Natural Gas Act
and the Comussion's Rules of Practice
and Procedure, a hearing will be held
without further notice before the
Comnussion or its designee on tis
application if no motion to intervene is
filed within the time required herein, if
the Commission on its own review of the
matter finds that a grant of the
certificate is required by the public
convemence and necessity. If a motion
for leave to intervene is timely filed, or if
the Commission on its ov motion
believes that a formal hearing is
required, further notice of such hearing
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicant to appear or
be represented at the hearing.
Kenneth F. Plumb,
Secretary.
[FR Dc. 84-16719 Filed 6-2i-F4; &45 am]

BILLING CODE 6717-01-f-

[Docket No. CPS4-459-000]

Stingray Pipeline Co., Application

June 19,1984.
Take notice that on June 1,1934,

Stingray Pipeline Company (Applicant],
P.O. Box 1642, Houston, Texas 77001,
filed in Docket No. CP84-459--00 an
application pursuant to section 7(c) of
the Natural Gas Act for a certificate of
public convemence and necessity
aluthorizing the addition of a new point

of receipt on its existing offshore system
of natural gas to be transported by
Applicant for United Gas Pipe Line
Company (United), all as more fully
described in the application which is on
file and open to public inspection.

Applicant states that the proposed
additional point of delivery would be at
the inlet side of an existing measuring
station located on Ex:xon's production
platform in West Cameron Block 630,
offshore Louisiana, and would be
utilized to transport United's gas from
West Cameron Block 637.

Applicant further states that the gas
would be transported pursuant to Rate
Schedule T-2 of Applicant's FERC Gas
Tariff, Original Volume No. 1, to the
northern terminus of Applicant's system
near Holey Beach, Louisiana, as a part
of United's existing transportation
capacity in Applicant's system.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before July 10,
1984, file with the Federal Energy
Regulatory Comnussion, Washington,
D.C. 20426, a motion to intervene or a
protest in accordance -ith the
requirements of the Comnssion's Rules
of Practice and Procedure (18 CFR
385.214 or 385.211) and the Regulations
under the Natural Gas Act (18 CFR
157.10). All protests filed with the
Commission will be considered by it in
determining the appropriate action to be
taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
motion to intervene in accordance with
the Comnission's Rules.

Take further notice that, pursuant to
the authority contained in and subject to
jurisdiction conferred upon the Federal
Energy Regulatory Comussion by
sections 7 and 15 of the Natural Gas Act
and the Commission's Rules of Practice
and Procedure, a hearing will be held
without further notice before the
Comnussion or its designee on this
application if no motion to intervene is
filed within the time required herein, if
the Commission on its own review of the
mattek finds that a grant of the
certificate is required by the public
convemence and necessity. If a motion

for leave to intervene is timely filed, or if
the Commission on its ow"n motion
believes that a formal heanng is
required, further notice on such hearing
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it vll be
unnecessary for Applicant to appear or
be represented at the hearing.
Kenncth F. Plumb,
Scrrelary.
ren eR z- 4- -z rI d C 2- &4s 4
BEMUN CODE 6717-01-.

[Docket No. G-76, ct eLl

MobIl Oil Corp., et cl, Applications for
Certificates, Abandonmnnts of ServIce
and Petitions to Amend Certificate,'

June 19, 1g-4.
Tahe notice that each of the

Applicants listed herein has filed an
application or petition pursuant to
section 7 of the Natural Gas Act for
authorization to sell natural gas in
interstate commerce or to abandon
service as described herein, all as more
fully described in the respective
applications and amendments which are
on file with the Commission and open to
public inspection.

Any person desiring to be heard or to
make any protest with reference to said
applications should on or before July 6,
1934, file with the Federal Energy
Regulatory Commission, Washington,
D.C. 20426, petitions to intervene or
protests in accordance vith the
requirements of the Commission's Rules
of Practice and Procedure (18 CFR
385.211, 385214). All protests filed with
the Commission vill be considered by it
in determining the appropriate action to
be taken but will not serve to make the
protestants parties to the proceeding.
Persons vishm to become parties to a
proceeding or to participate as a party in
any hearing therein must file petitions to
intervene in accordance with the
Commission's Rules.

Under the procedure herein provided
for, unless othervnse advised, it will be
unnecessary for Applicants to appear or
to be represented at the hearm.
Kenneth F. Plumb,
Secre!ay.

'This notice does not provide for consolidation

Docket No. end date fClad e7,i Lend-.n F-c pc_ -r ft- 1CC0 f =

G-7642-007, D, June 4. 1834- 1/,0b 03 Cwp, r-N C-ij Fazo. Sz:-o 2 7C.Z N=in -. C. K.:':n Fj S*i--C '- _-3 :d (1)
HousTcn. TX 77045. c-I " .Z., M5.

G-7645-004. 0. June 4,1984 - -- do - 7~~iCc-cl C.p c 4'z ('
Ffj Tc-iCc3j CI;L
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Docket No. and date filed Applicant Purchaser and location Prico per 1,000 ILs  Po3urobase

G-7545-005, D, June 4,1984...... .do.... Northwest Centrat Pipeline Corp.. Guynion-Hugoton (')....................
Field, Texas County.OK.V-84-429-000, E, June 5, 1984..... The George R. Brown Partners#h p(successor in interest Texas Eastern Transmission Corp., t.ocuidge and ()- .

to George R. Brown), 800 San Jacinto Bldg., Hous- South Lochridge Felds, Brazoria COunty, TX.
ton, TX 77002.C184-434-000, E. Jun 7, 1984-.. Proven Properties, Inc. (successor in iterest to Petro- Transcontinental Gas Pipe tine Corp., High Island (3)
Lew is Funds, Inc.), P.O. Box 2049. Houston, TX Block A-563 Fiald. Hligh Island Area South Adlitioni
77252-2049. Offshore Texas, Outer Continental Shelf Area.C184-435-000, A, June 7,1984.... Cities Service Oil & Gas Corp, P.O. Box 300 Tulsa, OK Transcontinental Gas Pipe Une Corp. Block A-133 (') . 14.73
74102 Field, Brazos Area (South Addition), Offshore TX,C84-436-000, E, June 7, 1984..... Mitchell Energy Corp. (successor In interest to Walter Natural Gas Pipeline Co. of Amenca. EL. Birdwell Gas (6)
Exploration, lnc.),P.O. Box 4000. The Woodlands, TX Unit No. 1, Wise County. TX.
773N0.C184-437-o00, E, June S, 1934. Shall 01 Co. (successor In interest to Partnershp Northern Natural Gas Co, Prentice Plant Yoakum (')
Properties Co.). P.O. Box 2463. Houston, TX 77001. County, TXC184-438-000, F, June 8, 1984..... Ptillips 0i Co. (successor In interest to Phillips Petroe- Florida Gas Transm.sson Co.. L.ke Ctcot Field, St. ..)
urn Co.). 36 HS&L Bldg., Bartiesville, OK 74004. Martin Parish. LA.C184-440-000 (C179-112). B, June 4. Gulf Oil Corp, P.O. Box 2100, Houston. TX 77252 . Southern Natural Gas Co, Fort Jackson Field, Plaque. (S)............... .........1984. mines Parish, LA.C184-439-000, F, June 11, 1984.......... Shell Offshore. Inc. (partial successor m interest to Transcontinental Gas Pipe tne Corp. Mias.m.ppl (0) .......
Petro-Lewis Funds, Inc.), P.O. Box 4480, Houston. TX Canyon Block 194 Field, Offshore Louisiana.
77210.C184-441-000. E. Jan. 30, 1984.-. Sun Exploration & Production Co. (successor In interest United Gas Pipe Line Co.. Bethany Field. Harrison and (....................
to Maurice L Brown Co.), P.O. Box 2880, Dllas, TX Panola Counties, TX.
75221-2880.G-16583-000, F, June 8, 1984.......... Phillips Petroleum Co. (successor a. interest to Phlps Northern Natural Gas Co., Mctinney Fitid, Clark (I)
03 Co.). 336 HS&L Bldg., Bartlesville, OK 74084. County, KS.G-11948-000, D, May25, 1984. Mobil Producing Texas & Nsw Mexico. Inc., Mine Panhandle Eastern Pipe tine Co., Panhandle Fied, (,.........................
Greenway Plaza, Suite 2700, Houston, TX 77046. Moore County, TX.0184-442-000, E. June 11. 1984. - Diamond Shamrock Exploration Co. (successor minter- Tennessee Gas Pipeline Co., E/2 NE/4 and NE/4 SE/ ('............. ....
est to Natomas Offshore Exploration, Inc.), P.O. Box 4 of Block 225 and W/2 NW/4 NEI4; NEI4 NW/4;631, Amarillo, TX 79173. W/2 NW/4; W/2 SE14 NW/4; rIVI4 SW/4; W/2

NE4 SW/4 of Block 226, Verriton Area, Offshore
(Federa) Lousana.C184-443-000. E, June 11, 1984....... .do.-... . -- Transcontinental Gas Pipe tine Corp.. High Island (i4)... ..................
Block A-446, OCS Lease G-2359. I.9h IsWLand Block
A-447. OCS Lease G-2360, and High Island Block
A-448. OCS-G Lease G-2361. High Island Area.
South Addition Offshore (Fedral) Texas.C184-444-000, , June 11, 1984... . -do Transcontinental Gas Pipe Une Corp., Block 131, OCS ('..........................
Lease G-2342 Galveson Area, South Addition. Off-
shore (Federa Texas.0184-445-00, A, June 11, 1984.. Mesa Petroleum Co, One Mesa Square. P.O. Box Transcontinental Gas Pipe Une Corp., Hgh Island (')

2009, Amarillo, TX 79189-2009. Block A-567. Offshore Texas.184-447-000, (CI77-204), B, June 11, Sun Exploration & ProductiorA Co, P.O. Box 2880, Transcontinental Gas Pipe tine Corp., Bear Red, (i') .............................1984. .3 Dallas, TX 75221-2880. Beauregard Pansh, LA.

'To release gas for irrigation fuel.
rght tB amI assignent and conveyance effective Feb. 1. 1984, Arico Pratt Brown, individually and as Independent executrix of the estate of George F. Brown. dec.azod corr.-oyed all
U~ righ, aand interest in the lease dedicated under the contract to Brown Partnership."On May 1. 19B4, Petro-Lewis Funds. Inc, et al. assigned its leadehoid rights in High Island Block A-Se Field (Blocks A-5M. A-364, and A-582), Kgh Iosand rcs, South Addion,Offshore Texas., Outer Continental Shelf to Proven Properties Inc.4Applicant Is fling under gas purchase contract dated Mar. 1. 1984.eOn Feb. 1. 1984, Mitchell succeeded-to the small producer interest of Waiter Exploration In the E.L. Birdwell Gas Unit No.1I well located In Wise County. TXEffective as of May 1, 1984, Partnership Properties Co. conveyed its 1.8297 percent interest in the Prentice plant Yoakum County, TX to Shell.Effective Dec. 1. 1983, Phillips Petroleum Co. assigned to Phillips Oil Co., its interest in certain leases in Mhe Lake Chicot Field. St. Martin Parish. LA.The las well has been plugged and abandoned arid all Gulfs leases covered by this rate schedule have expinei±eEffective an of May 1, 1984, Petrejewis Funds, Inc., conveyed to Shall Offshore, Inc., an undivided 3.o5 pet uitarest at three less In the Missisppl Canryon Block 104 Fild,,, Offshore

FeSun Gas Co. (predecessor In interest to Sun Exploration & Production Co., as Seller) has acquired acreage heretofore dedicated under the contract under a Farmout Agreement dated
Feb. 25,1981, between Maunce L Brown and Sun Gas Co.

1nEffective Dec. 1, 1983. Phillips Oil Co. assgned to appitcant Its Iworking interest in the Gross Unit No.1 located in the Mclennr an Field. Clark County, KS."'By assignment and bill of sale dated Mar. 1. 1984. to be effective Jan .5,1984, Mobile Producing Texas & New. Mexico, Inc., assigned to Gordon Taylor Oil Co., small producer No.
is By assignments of operatin rights made effective June 1, 1984, Nalomras Offshore Exploration. Inc., assigned all of Its right ftle and Interest In the operating right3 In end to U.S.A. atand Gas Lease Serial Nos. 00--1143 and 008-6-1 144 to applicant."No 

CS0230
"Byassgnernt e effective June 1, 1984, Nalomas Offshore Exploration .Inc., as.s.gned all of its right. tiLeo en"d interest In end to U.S.A. Oil end Gas Leaseo Scrial Nos, CCS-6-2li'J9,

ad 0 a 2361to app Icant.155pcain metmd ffcieJn 1, 1984, Natomas Offshore Explo ration Inc., assigned all of Its right tte and Interest In andl to U.SA. Oi and Gas Lease Serlal No. OCS-G--2342 toapplican.
"applcant I filig under gas purchase agreement dated Mar.?, 1984.'

T
Uu to depletion ol gas reserves, the unait well was plegged end abandoned, The teases expied and the contract terminated.RFing code: A-Inital Service. B-Abandonment. C-Amendment to add acreage. 0--Amendment to deletea creage. E-Total Sucoan. F-Parta Suc.ession

[liR Dec. 84-58751 Filed 6-21--84; 8:45 em]
BIa CODE 6717-01-, fENVROmen 

TA PROTECTIO__Ne

ENVIRONMENTAL PROTECTION
AGENCY

[ER-FRL-2612-4]

Availability of Environmental Impact
Statements Filed June 11, Through
June 15, 1984

Responsible agency: Office of Federal
Activities, General Information (202)
382-5073 or (202) 382-5075.

EIS No. 840260, Final, SCS, IA, MO,
West Fork of Big Creek Watershed
Multipurpose Flood Contrpl Plan,
Ringgold and Decatur Cos., Iowa and
Daviess and Hamson Cos., Missouri,
Due: July 23,1984, Contact: Paul
Larson (314) 875-5214

EIS No. 840261, Draft, FHW, CA, 1-80
At-Grade Access Closure, between
Pedrick Road and Putah Creek, Solano
County, Due: August 6, 1984, Contact:
Jim Jelinek (209) 948-7987

EIS No. 840262, Draft, FHW, NC, LaSallo
Street Extension, Statesville Avenue
to Graham Street, Mecklenburg
County, Due: August 6, 1984, Contact:
Kenneth Bellamy (919) 755-4346

EIS No. 840263, Draft, SCS, PA, Jacobs
Creek Watershed Flood Protection
Plan, Fayette and Westmoreland
Counties, Due: August 6, 1984,
Contact: James Olsen (717) 782-4453

EIS No. 840264, Draft, BR, CA, Day
Creek Water Project, Grant, San
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Bernardino Co., Due: August 6, 1984,
Contact: Ron Riley (714} 383-2187

EIS No. 840265, Final, EPA, MT, Greene
County Wastewater Treatment
Facilities Plan, Approval, Grant, Due:
July 23, 1984, Contact: Thomas Lorenz
(816) 374-5593

EIS No. 840266, Final, FHW, Mr,
Helena-West/US 12 Improvement,
MacDonald Bypass to Helena, Lewis
and.Clark County, Due: July 23,1984,
Contact: William Dunbar (406) 449-
5310

EIS No. 840267 Final, AFS, SEV,
Southern Regional Land/Resource
Management, Standards and
Guidelines, Due: July 23,1984,
Contact: Robert Williams (404) 881-
2242

EIS No. 840268, Final, AFS, SEV Pacific
Norhwest Regional Land/Resource
Management, Standards and
Guidelines, Due: July 23,1984,
Contact: Harold Nygren (503) 221-2387

EIS No. 840269, Draft, UMT, MO, IL, St.
Louis Central/Airport Corridor
Improvement, St. Louis Co., Missouri
and St. Clair Co., Illinois, Due: August
6,1984, Contact: Charles Donald (816)
926-5053

EIS No. 840270, Final, DRBC, NJ, Merrill
Creek Reservoir Project Approval,
Delaware River, Warren County, Due:
July 23,1984, Contact J. W. Thursby
(609) 883-5900.

EIS No. 840271, Final, EPA, REG,
Petroleum Refining Industry,
Emissions, performance Standards,
Due: July 23,1984, Contact: Gilbert
Wood (919) 541-5578

EIS No. 840272, Draft BLMK OR, John
Day Planning Area, Resource
Management Plan, Harney and Grant
Counties, Due: September 13,1984,
Contact: Larry Morgan (503) 573-5241
Amended Notices:

EIS No. 840197 Draft, MMS, AK, 1985 St.
George Basin OCS Oil and Gas Sale
No. 89, Leasing, Due: July 30,1984,
Contact: Bruce Blanchard (202) 343-
3891. Published FR 05/18/84-Review
extended

EIS No. 760467 Draft, AFS, AZ, Copper
Basin Phelps Dodge Land Exchange,
Presecott National Forest Yavapal
County, published FR 04/0/76-
Officially withdrawn

Correction: The Notice of Availability
(NOA) published m the 6/12/84
Federal Register contained the wrong
weekly receipt dates. The correct
dates for the June 12,1984 NOA are
June 4,1984 through June 8, 1984.
Dated: June 19, 1934.

Allan Irmsch,
Director, Office ofFederalActivities.

[FR Dac. 84-16M7Fded 6-21- 8:45 am]
BILUNG CODE 6560--UO-1

[OPP-30074A; PH-FRL 2612-3]

Ethylene Oxide; Certain Pesticide
Products Registered for the
Sterilization of Equipment and
Supplies In Hospitals and Health Care
Facilities- Withdrawal of Revlccd
Labeling tfotice

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Withdrawal of Notice.

su tmav: EPA issued a notice
requesting registrants of pesticide
products containing ethylene emide
(EtO) registered for certain uses in
hospitals and health care facilities to
submit applications to amend approved
labeling. Elsewhere in this issue of the
Federal Register, the Occupational
Safety and Health Administration
(OSHA) has promulgated
comprehensive exposure standards for
all occupational uses of EtO. Therefore,
EPA has decided to withdraw the
original notice in recognition of concerns
regarding the potential preemption of
the OSHA standards.
FOR FURTHER INFORMATION CONTACT.
By Mail: Walter L Waldrop, Registration
Division (TS-767C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M Street SW., Washington,
D.C. 20460.
Office location and telephone number

Rm. 711C, CMN'-, 1921 Jefferson Davis
Highway, Arlington, VA 22202, (703-
557-7400.)

SUPPLEMENTARY INFORATION: The
Environmental Protection Agency Issued
a notice published in the Federal
Register of April 18, 1934 (49 FR 15268)
announcing it was requesting that
registrants of pesticide products
containing ethylene oxide [EtO) which
are registered for certain uses in
hospitals and health care facdities
submit applications to amend the
approved labeling for such products to
include specific directions for w~orlplace
design and workplace practices
intended to limit worker exposure to
EtO.

The Federal Register notice noted that
the Occupational Safety and Health
Administration was in the final stages of
a rulemaking proceeding directed
toward setting a comprehensive
exposure standard for all occupational
uses of EtO, including use in hospital
and health care facilities, and that the
requested label changes were intended
to be consistent with and complement
OSHA's regulatory efforts.

Since the issuance of the notice,
substantial concern has been raised
over the possibility that adoption of the
requested labeling changes, which are

intended to affect workplace design and
practice in hospitals and health care
facilities, mght have a preemptive effect
on OSHA's ability to set a
comprehensive EtO standard. The
Occupational Safety and Health Act
includes a provision which forecloses
OSH 's right to regulate those workIng
conditions concerning which another
Federal agency has exercised statutory
authority to prescribe or enforce
standards or regulations affecting
occupational safety and health.

Although the Federal courts have held
that label language for registered EtO
products previously approved by EPA
does not foreclose OSHA regulation, a
concern has been raised that adoption
of the additional label changes
described in the recent EPA notice could
be construed as preempting OSHA
regulation of EtO exposure in hospitals
and health care facilities.

EPA stated m the April 18,1924
Federal Register notice, that the agency
has no intention of preempting OSHA
with respect to regulation of EtO
exposure in an occupational setting.
EPA adheres to its belief that OSHA
and EPA should work together toward
setting standards that most effectively
protect the exposed worker. In
recognition of concerns regarding
potential preemption of OSHA's
standard. EPA has determined that it
would be prudent to withdraw its April
18,1934 notice and the associated
requests that registrants submit revised
labeling for registered pesticide products
containing EtO.

EPA continues to believe that the
label revisions described in the notice
provide useful guidance concerning
workplace design and practice changes
which would assist affected facilities m
complying with the OSHA standard.
After OSHA issues its final standard.
EPA may request that registrants adopt
label changes intended to msure that
users of pesticide products containing
EtO conform to the OSH standard.

Date.1 June 14,19M4.
Edr~un i. Johnsen,
Director, Office ofFesekzde Prormr.

13L=110 coCE eO-E -U

[OPTS-59161, BH-FRL 2612-71

Certain Chemicals, Test Marketing
Exemption Applications

AGENCY: Envionnental Protection
Agency (EPA).
ACTION: Notice.

v m e 8 I25....

25S75
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SUr.'IMARY: EPA may upon application
exempt any person from the
premanufacturing notification
requirements of section 5 (a) or (b) of the
Toxic Substances Control Act (TSCA) to
permit the person to manufacture or
process a chemical for test marketing
purposes under section 5(h)(1] of TSCA.
Requndements for test marketing
exemption (TME) applications, which
must either be approved or denied
within 45 days of receipt, are discussed
in EPA's final rule published in the
Federal Register of May 13,1983 (48 FR
21722). This notice, issued under section
5(h)(6) of TSCA, announces receipt of
two applications for exemptions,
provides a summary, and requests
comments on the appropriateness of
granting each of the exemptions.
DATE: Written comments by: July 9,1984.
ADDRESS: Written comments, identified
by the document control number
"[OPTS-59161]" and the specific TME
under should be sent to: Document
Control Officer (TS-793), Information
Management Division, Office of Toxic
Substances, Environmental Protection
Agency, Rm. E-409, 401 M Street, SW,
Washington, DC 20460.
FOR FURTHER INFORMATION CONTACT.
Wendy Cleland-Hamnett, Chemical
Control Division (TS-794), Office of
Toxic Substances, Environmental
Protection Agency, Rm. E-216, 401 M
Street, SW, Washington, DC 20460.
SUPPLEMENTARY INFORMATION: The
following notice contains information
extracted from the non-confidential
version of the submission provided by
the manufacturer on the TMEs received
by EPA. The complete non-confidential
document is available in the Public
Reading Room E-107 at the above
address.

TME 84-61

Close of Review Period. July 27- 1984.
Manufacturer. Confidential.
Chemical. (G) Polymer of adipic acid,

polyalklene glycol and alkanepolyol.
Use/Production. (G) Precursor in the

manufacture of polyurethanes. Prod.
range: Confidential.

Toxicity Data. No data submitted.
Exposure. Manufacture: dermal, a

total of 12 workers, up to 8 hrs/da, up to
4 da/yr.

EnvironmentalRelease/Disposal. No
release. Disposal by publicly owned
treatment works (POTW).

TME 84-62

Close of Review Period. July 28, 1984.
Manufacturer. Hercules Incorporated.
Chemical. (G) Phenolic modified rosin

ester.

Use/Production. (S) Industrial and
commercial use m formulating ink
vehicles. Prod. range: 40,000, kg/6
months. I

ToxicityData. No data submitted.
Exposure. Manufacture: dermal and

inhalation, a total of 2-10 workers.
Environmental Release/Disposal.

Disposal by mumcipal waste disposal
facilities.

Dated: June 18,19B4.
Linda A. Travers,
Acting Director, Information Management
Division.
[FR Doe. 84-16=38 Filed 6-- 8:45 am)

BILLING CODE 6560-50.-M

[OPTS-51524; BH-FRL.2612-6]

Certain Chemicals; Premanufacture
Notices

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.-

SUMMARY: Section 5(a)(1) of the Toxic
Substances Control Act (TSCA) requires
any person-who intends to manufacture
or import a new chemical substance to
submit a premanufacture notice (PMN)
to EPA at least 90 days before
manufacture or import commences.
Statutory requirements for section
5(a)(1) premanufacture notices are-
discussed in EPA statements of the final
rule published in the Federal Register of
May 13, 1983 (48 FR 21722). This notice
announces receipt of twenty-seven
PMNs and provides a summary of each.
DATES: Close of ReviewPeriod:
PMN 84-824, 84-825, 84-826, 84-827 and

84-828--September 5,1984.
PMN 84-829, 84-830, 84-831, 84-832, 84-

833, 84-834, 84-835, 84-836, 84-837 84-
838, 84-839, 84-840 and 84-841-
September 8, 1984.

PMN 84-842 and 84-843-September 9,
1984.

PMN 84-844, 84-845, 84-846 and 84-
847-September 10, 1984.

PMN 84-848, 84-849, and 84-850-
September 11, 1984.
Written comments by:

PMN 84-824, 84-825, 84-826, 84-827 and
84--828-August 6,1984.

PMN 84-829, 84-830, 84-831, 84-832, 84-
833, 84-834, 84-835, 84-836, 84-837, 84-
838, 84-839, 84-840 and 84-841-
August 9, 1984.

PMN 84-842 and 84-843-August 10,
1984.

PMN 84-844, 84-845, 84-846 and 84-
847-August 11, 1984.

PMN 84-848, 84-849, and 84-850--
August 12, 1984.

ADDRESS: Written comments, identified
by the document control number
"[OPTS-51524]" and the specific PMN
number should be sent to: Document
Control Officer (TS-793), Chemical
Information Branch, Information
Management Division, Office of Toxic
Substances, Environmental Protection
Agency, Rm. E-409, 401 M St., SW.,
Washington, DC 20460, (202-382-3532).
FOR FURTHER INFORMATION CONTACT.
Wendy Cleland-Hamnett, Chemical
Control Division (TS-794), Office of
Toxic Substancs, Environmental
Protection Agency, Rm. E-216, 401 M St.,
SW., Washington, DC 20460, (202-382-
3792).
SUPPLEMENTARY INFORMATION: The
following notice contains information
extracted from the non-confidential
version of the submission provided by
the manufacturer on the PMNs received
by EPA. The complete non-confidential
document is available in the Public
Reading Room E-107.at the above
address.

PMN 84-824

Manufacturer. Confidential.
Chemical. (G) Brominated aromatic,
Use/Production. (S) Flame retardant

for plastics for industrial, commercial
and consumer use. Prod. range:
Confidential.

Toxicity Data. Acute oral: > 5 g/kg:
Acute dermal: >2 g/kg; Irritation:
Skin-Non-irritant, Eye-Minimal
Inhalation: >7.3 mg/1; Ames Test:
Negative; Skin sensitization: Non-
sensitizer.

Exposure. Confidential.
Environmental Release/Disposal,

Confidential.

PMN 84-825

Importer. Confidential.
Chemcal. (G) Polymer of substituted

polyalkylene polyamme and substituted
alkane, alkyl carboxylate.

Use/Import. (S) Industrial auxiliary
for paper. Import range: Confidential.

ToxicityData. Acute oral: 6.930 g/kg:
Irritation: Skin-No observable effects,
Eye-No observable effects, LC 20-22 hr
(Leuciscus idus): 20 mg/l: LC 48 hr
(Leuciscus idus): 10 mg/.

Exposure. No data submitted.
Environmental Release/Disposal. No

release to air, water and land.
PMN 84-826

Importer. Confidential.
Chemical. (G) Polymer of aliphatic

polyammes, dihaloalkane, aliphatic
diacid.

Use/lmport. (S) Industrial auxiliary
for paper. Import range: Confidential.

25676
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Toxicity Data. Acute oral:<5.0 ml/kg
Irritation: Skm-Non-irritant, Eye-Non-
irritant, LC 7-8 hrs (Leuciscus idus): 10
mg/I; LC 23-48 hrs (Leuciscus idus): 5
mg/1.

Exposure. No data submitted.
EnvironmentalRelease/Disposal. No

release to air, water and land.

PMN 84-827

Importer. Confidential.
Chemical. (G] Polymer of aliphatic

polyammes, dihaloalkane, organic
diamme.

Use/Import (S3 Industrial auxiliary
for paper. Import range: Confidential.

Toxcity Data. Acute oral: <5.0 ml/kg,
Irritation: Skin-Slight, Eye-Non-
irritant; LC 14 his (Leuciscus idus): 10
mg/l; LC 14-48 hrs (Leuciscus idus): 5
mg/I; LC 48 his (Leuciscus idus):/l; 2
mg/h LC 48 hrs (Leuciscus idus): 1 mn/l.

Exposure. No data submitted.
EnvironmentalRelease/Disposal. No

release to air, water and land.

PMN 8I-828

Importer. Confidential.
Chemical. (G) Polymer of substituted

polyalkylene polyamme and substituted
alkane.

Use/Import (S) Industrial auxiliary
for paper. Import range: Confidential.

Toxicity Data. Acute oral: 6,508 g/kg;
Irritation: Skin-No observable effects,
Eye-Moderate; LC 2 days (Leuciscus
idus): 10 mg/i; LC 48 hrs (Leuciscus
idus): 5 mg/l.

Exposure. No data submitted.
Environmental Release/Disposal. No

release to air, water and land.

PMN 84-829

Mlanufacturer. Confidential.
Chemical. (G) Polymer of adipic acid,

polyalkylene glycol and alkanepolyol.
Use/Production. (G) Precursor in the

manufacture of polyurethanes. Prod.
range: Confidential

ToxicityData. No data submitted.
Exposure. Manufacture: dermal, a

total of 12 workers, up to 8 hrs/da, up to
250 da/yr.

EnivronmentalBelease/Disposal. No
release. Disposal by publicly owned
treatment works (POTW).

PAIN 84-830

Importer. E. L du Pont Nemours and
Company, Inc.

Chemical. (G) Styrene, nitrile, acrylic
copolymer.

Use/Import (G) Open, non-dispersive
use. Import range: Confidential.

ToxicityData. No data submitted.
Exposure. Processing: dermal, total of

1 worker.
Environmental Release/Disposal.

Confidential. Disposal by incineration.

PMN 81-31
Importer. E. L du Pont de Nem ours

and Company, Inc.
Chemical. (G) Styrene acrylic

copolymer,
Use/Import. (G) Open, non-dispersive

use. Import range: Confidential.
ToxicityData. No data submitted.
Eyposure. Processing- dermal, a total

of 1 worker.
Environmental release/Disposal.

Confidential. Disposal by incineration.

PMN -4-832
Importer. E. L du Pont de Nemours

and Company, Inc.
Chemical. (G) Acrylic polymer.
Use/Import (G) Open, non-dispersive

use. Import range: Confidential.
ToxicityData. No data submitted.
Evposure. Processing: dermal, a total

of I worker.
EnvironmentalRelcase/Dipoal.

Release to air and land Disposal by
incineration.

PAIN 84-833
Alanufacturer. Confidential.
Chemical. (G) Substituted

anthraqumone.
Use/Production. (G) Additive for

display devices. Prod. range:
Confidential.

ToxicityData. No data submitted.
E posure. Confidential.
EnwronmentalRelease/Disposal

Release of dross. Disposal by
incineration.

PMN 84-834
Manufacturer. Confidential,
Chemical. (G) Trisazo dye.
Use/Production. (G) Additive for

display devices. Prod. range:
Confidential.

ToxicityData. No data submitted.
Exposure. Confidential.
EnvironmentalRelease/Disposal. No

data submitted. Disposal by
incineration.

PAIN 84-335
Mlanufacturer. Confidential.
Chemical. (G) Trisazo dye.
Use/Production. (G) Additive for

display devices. Prod. range:
Confidential.

ToxicityData. No data submitted.
Exrposure. Confidential.
EnvironmentalRelease/Disposa.

Release of dross. Disposal by
incineration.

PAN 84-836
Manufacturer. Confidential.
Chemical. (G) Thsazo dye.
Use/Production. (G) Additive for

display devices. Prod. range:
Confidential.

Toxicity Data. No data submitted.
Eposure. ConfidentiaL
En vi ronmental Release/DisposaL

Release of dross. Disposal by
incineration.

PAN 84-037
Mllanufacturz. Globe Manufacturing

Company.
Chrmical. (G) Polyurea urethane.
Use/Production. (S) Industrial and

consumer elastic fiber in wearm
apparel. Prod. range: Confidential.

ToxicityData. No data submitted.
Esposure. Manufacture: dermal.
Environmental Release/Disposal.

Release to land. Disposal by city-
operated landfill.

PMN 04-838
Alanufacturer. Confidential
Chemical. (G) Tetrasubstituted

naphthalenecarboxamide.
Use/Production. (G) Chemical

intermediate. Prod. range: 700-800 kg!
Sr.

Toxicity Data. Acute ora: Males and
females- 3,200 ma/kg; Acute dermal<
1g/kg; Irritation: Skin-Slight. Eye-
Slight; Skan sensitization: Normal.

Eposure. Manufacture and use:
dermal and inhalation, a total of 7
workes, up to 0.8 hr/da, up to 6 da/yr.

Environmental Release/Disposal No
release. Less than 2 kg/batch of
incineration.

PMN 84-39
Manufacturer. Confidential.
Chemical. (G) Polyfunctional

azirdine.
Use/Production. (S) Industrial and

commercial crosslinker for coatings and
adhesion promoter. Prod. range: 10,00-
40,000 kh/yr.

ToxicityData. Acute oral: 2250 mg/
kg: Irritation: Skin--Mild, Eye-Primary
irritant; Ames Test- Mutagenic, Skin
Sensitization: Negative.

Exposure. manufacture: dermal, a
total of 2 workers, up to 4 hrslda, up to 4
da/yr.

Environmental Release/Disposal No
release.

PMN &4-u49
AManufacturer. Owens-Corming

Fiberglas Corporation.
Chemical. (G) Modified epoxy resin.
Use/Production. (G) Size ingredienL

Prod. range; Confidential.
ToxicityData. No data submitted.
E posure. Manufacture, processing

and use: a total of 40 workers, up to 24
bra/da, up to 350 da/yr.

EnvironmentalRelease/Disposal
Release to air and water. Disposal by
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POTW, incineration and on-site
treatment plant.

PMN 84-841
Manufacturer. Owens-Coming

Fiberglas Corporation.
Chemical. (G) Modified epoxy resin.
Use/Production. (G) Size ingredient.

Prod. range; Confidential.
Toxicity Data. No data submitted.
Exposure. Manufacture, processing

and use: a total of 40 workers, up to 24
hrs/da, up to 350 da/yr.

Environmental Release/Disposal.
Release to air and water. Disposal by
POTW, incineration and on-site
treatment plant.

PMN 84-842
Manufacturer. Confidential.
Chemical. (G) Disubstituted

benzothiazolium salt.
Use/Production. (G) Contained use in

article. Prod. range: 1-2 kg/yr.
ToxicityData. No data submitted.
Exposure. Manufacture and

processing: dermal and inhalation, a
total of 16-25 workers, up to 0.4 hr/da,
up to 4 da/yr.

Environmental Release/Disposal.
Negligible release. Less than 0.008 kg/
batch disposed of by biological
treatment system with less than 0.1 kg/
batch incinerated.

PMN 84-843
Manufacturer. Confidential,
Chemical. (G) Modified epoxy

prepolymer.
Use/Production. (G) Industrial

adhesive basestock. Prod. range:
Confidential.

Toxicity Data. Acute oral: Males and
females-5,000 mg/kg; Acute dermal:
2,000 mg/kg; Irritation: Skin-Non-
irritant, Eye-Moderate.

Exposure. Manufacture: dermal, a
total of 21 workers.,

Environmental Release/Disposal. No
release. 1 qt disposed of as laboratory
waste.

PMN 84-84
Manufacturer. Confidential.
Chemical, (G) Amine salt of a

styrene-divinyl benzene ion exchange
resin.

Use/Production. (G) Chemical
intemediate used in a closed process.
Prod. range: Confidential.

Toxicity Data. No data on the PMN
substance submitted.

Exposure. Manufacture and use:
dermal, a total of 33 workers.

Environmental Release/Disposal.
Release to air and land. Disposal by
incineration, approved landfill and
navigable waterway after treatment.

PMN 84--845
Manufacturer. Kay-Fries, Inc.
Chemical. (G) Vinyl trialkoxy silane.
Use/Production. (G) Industrial surface

treatment agent for inorganic material
prior to incorporation into plastic
material. Prod. range: Confidential.

Toxicity Data. No data submitted.
Exposure. Manufacture: dermal, a

total of 22 workers, up to 0.1 hr/da, up to
16 da/yr.

Environmental Release/Disposal.
0.00005 to 0.0001 kg/day released to air.
PMN 84-846

Importer. King Industries, Inc.,
Chemical. (G) Fatty acids, compound

with diamines.
Use/Import. (G) Additives for paints,

caulks and sealants. Import range:
Confidential.

Toxicity Data. Acute oral: >5.0 g/kg;
Acute dermal; >2.0 g/kg; Irritation:
Skm-Non-nritant, Eye-Mimmal;
Inhalation: LC 5o->19.7 mg/i/hr, /
nominal.

Exposure. Import and processing:
inhalation, a total of 21 workers, up to 8
hrs/da, up to 60 da/yr.

Environmental Release/Disposal.
Less than 100 kg/yr release to air and
water.

PMN 84-847

Importer: Distritex, Inc.
Chemical. (G) Acrylic copolymer,

sodium salt.
Use/Import. (S) Commercial thinner

for drilling muds. Import range:
Confidential.

ToxicityData. Acute oral: 5,006 mg/
kg; Acute dermal: <10,000, Irritation:
Skin-Non-irritant, Eye-Slight; LCso 6
hr (Green algae): 1,900 parts per million
(ppm); LC=o 98 hr (Brown shrimp): 9,400
mg/1.

Exposure. No data submitted.
Environmental Release/Disposal. No

data submitted.

PMN 84-848

Manufacturer. Confidential.
Chemical. (G) Alkyl tliophospnate

amine salt.
Use/Production. (G) Product

stabilizer. Prod. range: Confidential.
Toxicity Data. Acute oral: 2,600 mg/

kg; Acute dermal: >5,000 mg/kg;
Irritation: Skin-Slight, Eye-Corrosive;
LC5o-96 hrs (Bluegill sunfish): 64 mg/l;
LC5o-96 hrs (Rainbow trout): 45 mg/l;
LC5o-48 hrs. (Daphnia magna): 51 mg/l.

Exposure. Manufacture: dermal, a
total of 51 workers, up to 3 hrs/da, up to
18 da/yr.

Environmental Release/Disposal.
Confidential.

PMN 84-849

Manufacturer. Confidential.
Chemcal. (G) Fatty polyacrylate,
Use/Production. (G) Oil additive.

Prod. range: Confidential.
Toxicity Data. No data submitted.
Exposure. Confidential.
Environmental Release/Disposal.

Confidential.

PMN 84-850

Manufacturer. Confidential.
Chemical. (G) Fatty acrylate

polymers.
Use/Production. (G) Oil additive.

Prod. range: Confidential,
Toxicity Data. No data submitted.
Exposure. Confidential.
Environmental Release/Disposal.

Confidential.
Dated: June 18, 1084.

Linda A. Travers,
Acting Director, Information Management
Division.
[FR Doc. 84-1637 Filed 1--84: 45 am)
BIWINOG CODE 65 0-O-M

FEDERAL COMMUNICATIONS
COMMISSION

Meeting of Interested Parties to CC
Docket No. 81-343, Policy for
Overseas Common Carrier Facilities,
Pacific Region, 1981-1995

June 15,1984.
Members of the Common Carrier

Bureau staff will convene the third of a
series of public meetings of all
interested parties to the Pacific Planning
Process (CC Docket No. 81-343) In the
Commission Meeting Room, Room 850,
1919 M Street NW., Washington, D.C., at
2 p.m. on Tuesday, June 20,1904,

The agenda of the meeting will
include: (1) Further discussion of
alternative facilities plans proposed for
construction during the 1987-1995
period; (2) further discussion of U.S,
camers' forecasted circuit demands and
circuit requests for the 1987-1995 time
frame; (3) further discussion of the
proposed introduction and configuration
of a fiberoptic TPC-3 cable in 1998; (4)
the scheduling of public meetings; and
(5) any other matters related to this
proceeding.

This meeting will be open to the
public and anyone who wishes to attend
and express views is invited. For
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additional information, contact Laura
Stem (202) 632-4047
I, lliam J. Tncanco,
Secretary, Federal Communications
Commission.
[FRIoea 84-16849 Filed 6-21--M 8:45 am]

BILLING COO 6712-01-

Telecommunications Industry
Advisory Group; Separations and
Costing Subcommittee; Change In
Location of Meeting

The location of Separations and
Costing Subcommittee meeting
scheduled for Tuesday, June 26,
Wednesday, June 27 and Thursday.
June 28,1984, has been changed to
USTA, 1801 K Street NW., Washington,
D.C., Suite 1201 (Entrance on L Street).
William J. Trcanco,
Secretary, Federal Communications'
CommISSIOnL
[FR Do. &;-1650 Filed 6-21-34 8:45 am]

BILLING CODE 6712-01-M

FEDERAL DEPOSIT INSURANCE
CORPORATION

Proposed Revisions of Savings Bank
Call Reports

AGENCY: Federal Deposit Insurance
Corporation.
ACTION: Notice of Proposed Revisions to
Savings Bank Reports of Income and
Condition.

SUMMARY: The Federal Deposit
Insurance Corporation has proposed
revisions to the Reports of Income and
Condition that are filed by savings
banks with the FDIC. The revised
reporting requirements will assist the
FDIC.n its efforts to more effectively
and efficiently monitor the financial
condition and performance of savings
banks.
DATE: Comments on the proposal must
be received by August 6,1984. In this
regard, the implementation of any final
revisions to the Reports of Income and
Condition would be scheduled to
become effective on January 1, 1985, and
would be first reflected in the Reports of
Income and Condition filed by savings
banks for the quarter ending March 31,
1985.
ADDRESS: Comments regarding the
proposed revisions to the Reports of
Income and Condition should be
submitted to Hoyle L. Robinson,
Executive Secretary, Federal Deposit
Insurance Corporation, 550 17th Street,
NW., 20429 or delivered to Room 6108 at
the same address between the hours of
9:00 a.m. and 5:00 p.m. on business days.

Comments may also be inspected in
Room 6108 between 9:00 a.m. and 4:15
p.m. on business days.
FOR FURTHER INFORMATION CONTACT.
Stephen G. Pfeifer, Examination
Specialist, or Robert F. Storch,
Examination Specialist Federal Deposit
Insurance Corporation, 550 17th Street,
NW., 20429, telephone 202/389-4761.
SUPPLEMENTARY INFORMATION: Recent
and probable reductions in Fed~ral
baniang controls, including the
expansion of asset powers and the
deregulation of interest rates, increase
the FDIC's need for additional
information from savings banks
regarding their financial condition and
operating performance. Furthermore, the
FDIC intends to increase its emphasis
on offsite surveillance as a useful
complement to onsite examinations. In
view of the above, the FDIC is proposing
a number of revisions to the savings
bank Reports of Income and Condition
in order to further assist the agency in
fulfilling its supervisory responsibilities.
Requests for copies of the proposed
revisions should be directed to the FDIC
Information Office at the above
mentioned address.

By order of the Board of Directors, June 18.
1984.
Federal Deposit Insurance Corporation.
Hoyle L Robmson,
Evecutive Secretary.
[FR DM .4-1MIZi Fle-- 'tS =t.

BILING CODE 6714-01-M

FEDERAL MARITIME COMMISSION

Definition of "Package" Under the
Carriage of Goods by Sea Act; Filing of
Petition of Rulemaking

Notice is given that a petition has
been filed by Dow Chemical Company
(Dow) for institution of a rulemaking
proceeding to prescribe that, for
purposes of section 4(5) of the Carnage
of Goods by Sea Act, 46 U.S.C. 1304(5),
bills of lading filed by carriers subject to
the Commission's jurisdiction define a
package as each individually wrapped
bag, carton, box or drum whether or not
palletized and/or placed or assembled
in containers.

Interested persons may inspect and
obtain a copy of the petition at the
Washington Office of the Federal
Maritime Commission, 1100 L Street.
NW., Room 11101.

Interested persons may submit replies
to the petition to the Secretary, Federal
Maritime Commission, Washington. D.C.
20573, on or before July 31,1984. An
original and fifteen copies of such
replies shall be submitted. A copy of

such replies shall also be served on
filing counsel: Robert R. Tiernan. Esq..
Shack & Kinball. P.C., 1129 20th Street.
NV., Suite 500, Washington, D.C. 20035.
Francis C. Hurney.

ji a3-it4 F-L-d c-n-&4: tt5o]
,LLrx3 CODE 67M-0141

FEDERAL RESERVE SYSTEM

Oneida Valley Bancshares, Inc., et al;
Formations of; Acquisitions by, and
Mergers of Bank Holding Companies

The companies listed in this notice
have applied for the Boards approval
under section 3 of the Bank Holding
Company Act (12 U.S.C. 1842) and
§ 225.14 of the Board's Regulation Y (49
FR 794) to become a bank holding
company or to acquire a bank or bank
holding company. The factors that are
considered in acting on the applications
are set forth in section 3(c) of the Act (12
U.S.C. 1842(c)).

Each application is available for
immediate inspection at the Federal
Reserve Bank indicated. Once the
application has been accepted for
processing, it vill also be available for
inspection at the offices of the Board of
Governors. Interested persons may
express their views in writing to the
Reserve Bank or to the offices of the
Board of Governors. Any comment on
an application that requests a hearing
must include a statement of why a
written presentation would not suffice in
lieu of a hearing, identifying specifically
any questions of fact that are in dispute
and summanzing the evidence that
would be presented at a hearing.

Unless otherwise noted, comments
regarding each of these applications
must be received not later than July 13,
1934.

A. Federal Reserve Bank of New York
(! Marshall Puckett, Vice President) 33
Liberty Street, New York. New York
10045:

1. Oneida Valley Bancshares, Inr-,
Oneida, New York: to become a bank
holding company by acquimn 100
percent of the voting shares of The
Oneida Valley National Bank of Oneida.
Oneida. New York.

B. Federal Reserve Bankd of Richmond
(Lloyd W. Bostian. Jr., Vice Premdent]
701 East Byrd Street. Richmond, Virginia
23261:

1. Marion National Corporatlon,
Marion. South Carolina; to become a
bank holding company by acquirmg 80
percent of the voting shares of Marion
National Bank Marion, South Carolina.
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C. Federal Reserve Bank of Chicago
(Franklin D. Dreyer, Vice President) 230
South LaSalle Street, Chicago, Illinois
60690:

1. Lizton Financial Corporation,
Lizton, Indiana: to become a bank
holding company by acqurng 100
percent of the voting shares of State
Bank of Lizton, Lizton, Indiana.

D. Federal Reserve Bank of Kansas
City, (Thomas M. Hoenig, Vice
President) 925 Grand Avenue, Kansas
City, Missouri 64198:

1. Evergreen Bancorporation,
Evergreen, Colorado; to become a bank
holding company by acquiring 100
percent of the voting shares of
Evergreen Interim National Bank, which
will be merged into Evergreen National
Bank, Evergreen, Colorado.

Board of Governors of the Federal Reserve
System, June 18, 1984.
James McAfee,
Associate Secretary of the Board.
[FR Doc. 84-16552 Filed 0-21-4; 8:45 am]
BILLING CODE C210-01-14

FEDERAL TRADE COMMISSION

Hart-Scott-Rodino Antitrust
Improvement Act;, Notification and
Report Form Information Collection
Requirements

AGENCY: Federal Trade Cominussion.
ACTION: Notice of application to 0MB
under the Paperwork Reduction Act (44
U.S.C. 3501 et seq.) for review and
approval of an extension of an
information collection requirement and

'form.

SUMMARY: The Commission is seeking
OMB clearance for an extension for one
year of the information collection
requests made pursuant to provisions of
the Hart-Scott-Rodino Antiturst
Improvements Act, Title H (15 U.S.C.
18a), the approval for which is
scheduled to expire July 31,1984.

Section 7A of the Clayton Act
provides that certain persons proposing
to make acquisitions or engage in
mergers shall file with the Federal Trade
Commission and the Assistant Attorney
General in charge of the Antitrust
Divison a premerger notification report
in a form prescribed by the Federal
Trade Commission, with the
concurrence of the Assistant Attorney
General. The Commission has made and
is continuing to make substantial
progress m its efforts to reduce the
reporting burden connected with the

filing.of such reports. During the one
year extension the Comnussion will
continue its review of the burden
imposed by the report form. Minor
clarifying changes have been made m
the instructions to the Form as it was
approved last year.

DATE: Comments on this clearance
-application must be submitted on or
before July 23, 1984.

ADDRESS: Send comments to Mr. Donald
R. Arbuckle, Office of Information and
Regulatory Affairs, Office of
Management and Budget, New
Executive Building, Room 3228,
Washington, D.C. 20503. Copies of the
application may be obtained from Public
Reference Branch, Room 103, Federal
Trade Commission, Washington, D.C.
20580.

FOR FURTHER INFORMATION CONTACr:
John M. Sipple, Jr., Senior Attorney,
Premerger Notification Office, Bureau of
Competition, Federal Trade
Commission, Washington, D.C. 20580,
(202] 523-3404.

Emily H. Rock,
Secretary.

[FRDO 84-16575 Filed 13-21-4; 8:45 am]
BILLING CODE 6750-01-M

Granting of Request for Early
Termination of the Waiting Period
Under the Premerser Notification
Rules

Section 7A of the Clayton Act, 15
U.S.C. 18a, as added by Title- I of the
Hart-Scott-Rodino Antitrust
Improvements Act of 1976, requires
persons contemplating certain mergers
or acquisitions to give the Federal Trade
Commission and the Assistant Attorney
General advance notice and to wait
designated periods before
consummation of such plans. Section
7A(b)(2)]of the Act permits the agencies,
in individual cases, to terminate this
waiting period prior to its expiration and
requires that notice of this action be
published n the Federal Register.

The following transactions were
granted early termination of the waiting
period provided by law and the
premerger notification rules. Thq grants
were made by the Federal Trade
Commission and the Assistant Attorney
General for the Antitrust Division of the
Department of Justice. Neither agency
intends to take any action with respect
to these proposed acquisitions during
the applicable waiting period.

Transaci on Imnt
ef fctivo

(I) 84-0477-Berwind Corporaton's pro.
poced acqu rtion of voting wcauritc; of
Sentrol Incorporated, (Thmns J,
Holace and Joyce NI. Ho!lco, UPE's),

(2) 84-0505--Peot Stores Corporoaon's,
(Milton Petdo, UPE) proposed acqwU
Vion of voting eocuritio of The Mit.
Wohl Company, fncorporatod.

(3) 84-0508--Potfe Stores Corporatorna,
(Milton Patne, UPE) profacd acq.mls
tion of voting accufltt3 of The M1.1ct-
Wohl Comparry. Incorporated.

(4) 84-0461-Hasbro Industr,sa Incorpor-
aled's proposod acquiion of voting
securift3 of .llton BRedoy, Comparr.

(5) 84-0402-0asbro Industrot3 Incorpor.
ated's proposed acquistlon of voting
sccuritie3 of Plays, ol, Incorporated,
(Milton Bratdly, Inecfp rated. UPS).

(6) 84-0463--Hasbro industrles Incorper.
ated's proposed acqusition of votgnj
cecurities of Ml;ton retdray, Cormpiry,

(7) 84-0517-Mnnenota Powcr & Ught
Company's propoccd ucqu:.ition of
voting sccuriteos of Uni;cftj Tolephona
Incorporated. (Ray W. Dttrnore. UPE).

(8) 84-0518-Mnnesota Power & Light
Company'a proposod a-,zvslon of
voting securties of Univer.al Teaphono
Incorporated, (Ray H. Dittmoro, UPE).

(9) 84-0520-M!nnosota Po'wer & Light
ompany'a proposed ocqulsiton of

voting securtiW,3 of Untucrol Telephono
Inoorporated, (Ray H. Dittmoro, UPE).

(10) 84-0417-Tvan City Fedcral Savinga
& Loan AmsocLation'o proposed acqu":4l
ion of voting socurlLcs of Common.
weaRh Leasing orporaop.

(11) 84-0473-Amriean BroadcastIng
Compares, Incorporateds propood
acqj?.s ;on of voting cscv Ui3 of
Texaco Incerporatcd (Entrtasnmont
and Sports Progirammmin Not,'rk, In.
corporotatd. UPS).

(12) 84-0493-Scivnd Cor pration'n pro.
posed acqu iVon of votIng scurifJs of
Wa tsn Bowman Aszaoiat,3, incorpo.
rated. (Staviart C. Watson, UPE).

(13) 84-0499--Bewind Corporatoart pIo
posed acqucsition of voting =uriti o3 of
Watson Bosnan Asso,:ao3. Incorpo.
rated, (Thomas C. Bowmn UPE).

(14) 84-0592-Gnoral Etcitrlo Com-pa.
ny'e proposed acqu:.ition of voting co-
curitles of Employeis Relnsuranco Cot.
poration. (Texaco, Incorporated. UPE),

(15) 84-0507-Edgcomb Sscal of (tenv
England Incorporatod's propos-.d acqu,
sition of aets of The VWi!:!ara Com-pa.

(16) 84-0516--A-A Investors Incorpiral.
ed's proposed acqu!stion of voting so.
curites of Snrm:ngham Bolt Conpany,
Incorporated, (United Coal Company,
UPE).

(17) 84-0540.-Tho Penn Central Corpo-
ratlon's propos-ed acqus!ion of voting
.ecurities of Moss Offshore Company.,
(Me a Petrolcurn Company, UPE).

Juno 4, 194.

Juno 6. I0'A,

Do.

Do.

Juno 0, 1034

Do,

Do.

Juno 7, 1C84,

Juno 0, 1934

Juno 7, 1024

DO'

Do.

Do,

Do,

Juno 0. 1E34

FOR FURTHER INFORMATION CONTACT:
Patricia A. Foster, Compliance
Specialist, Premerger Notification
Office, Bureau of Competition, Room
301, Federal Trade Commission,
Washington, D.C. 20580, (202) 523-3894.

By direction of the Commission.
Emily H. Rock,
Secretary.
[FR blc. 84-1668 Filed 6-21-94; 0,'45 ame]

BILLING CODE 6750-01-M
I
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DEPART~.IENT OF HEALTH AND

DEPARTM.ENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

Agency Forms Submitted to the Office
of M nagement and Budget for
Clearance

Each Friday the Department of Health
and Human Services (HHS) publishes a
list of information collection packages it
has submitted to the Office of
Management and Budget (OMB) for
clearance in compliance with the
Paperwork Reduction Act (44 U.S.C.
Chapter 35). The following are those
packages submitted to OMB since the
last list was published on June 15.
Public Health Service

Centers for Disease Control
Subject- Chromc Stress in Office

Work-NEW.
Respondents: Secretaries, clerical

workers, and clerical information
processors in two locations; one private
sector employer and one public sector
employer.

Subject: Gonorrhea Culture Test
Results of Females (0920-O019-
REVISION.

Respondents: State and local health
departments.

Health Resources and Services
Administration

Subject- Dental Graduates
Employment Pattern Survey-NEW.

Respondents: Dentists.

National Institutes of Health.
Subject- Relationship of Dietary

Intake to Canes Incidence (0925-185)-
EXTENSION/NO CHANGE.

Respondents: School children aged
11-13 residing in a nonfluoridated water
area.

Subject- Questionnaire for Former
Trainees of the Minority Access to
Research Careers Program-NEW.

Respondents: Individuals.
Office of the Assistant Secretary for
Health

Subject- Annual Marriage and Divorce
Statistical Report Forms (0937-O001)-
EXTENSION/NO CHANGE.

Respondents: State and local vital
statistics officials.

OMB Desk Officer. Fay S. ludicello.

Food and Drug Administration
Subject- Blood Establishment

Registraticn and Product Listing (0910-
0052)-REINSTATEMENT.

Respondents: Manufacturers of blood
and blood products

OMB Desk Officer. Bruce Artim.

Copies of the above information
collection clearance pachages can be
obtained by calling the HI-IS Reports
Clearance Officer on 202-245-6511.

Written comments and
recommendations for the proposed
information collections should be sent
directly to the appropriate 0MB Desk
Officer designated above at the
following address: OMB Reports
Management Branch, New Executive
Office Building, Room 3208, Washington,
D.C. 20503, Attn: (name of OMB Desk
Officer).

Dated: June 15. 1934.
Robert F. Scrmier,
DeputkvAssizstant Secretary for ,1anemwent
Analyis andSystems.

l54LLINa 00COZZ -C4

Food and Drug Administration

[Dockct No. 04P-0172]

Food for Human Consumption;
Enriched Bread Deviating From
Identity Standard; Temporary Permit
for Market Testing

Correction

In FR Doc. 84-1590 appearing on
page 24600 in the Issue of Thursday,
June 14,1984, make the following
correction.

In the third column, second complete
paragraph, last line, "September 18,
1984." Should read "September 12,
1984:'
e=43IN CONS IC55-01-4

Consumer Participation; Open

Meetings

AGENCY: Food and Drug Administration.
ACTION: Notice.

SUMMARY: The Food-and Drug
Administration (FDA) is announcing the
following consumer exchange meetings:
New Orleans District Office, chaired by
Robert 0. Bartz, District Director. Topics
to be discussed are food irradiation and
sulfiting agents In foods.
DATE: Monday, July 9.1984.1:30 p.m.
ADDRESS: Auditorium, Main Library,
7711 Goodwood Blvd., Baton Rouge, LA
70803.
FOR FURTHER INFORMATION CONTACT.
Frances Brysson, Consumer Affairs.
Officer, Food and Drug Administration,
4298 Elysian Fields Avenue, New
Orleans, LA 70122, 504-589-2420.

Atlanta District Office, chaired by
John H. Turner, District Director. Topics
to be discussed are ethylene dibronude

(EDB), food irradiation, and update on
aspartame.
DATE: Tuesday, July 17,1934, 9 am. to 11
a.m.
ADDRESS: County Farm Bureau_
Auditorium, 4576 South Court St..
Montgomery. AL 36193.
FOR FU.H5R INFOR11ATION CONTACT:
Carolyn Hommel. Consumer Affairs
Officer, Food and Drug Administration,
1182 West Peachtree Street NW.
Atlanta. GA 30309,404--881-7355.
SUPPLEMENTARY INFORMAATION: The
purpose of these meetings is to
encourage dialog-,ue between consumers
and FDA officials, to identify and set
priorities for current and future health
concerns, to enhance relationships
between local consumers and FDA's
District Offices, and to contribute to the
agency's policymalung decisions on vital
issues.

Datcd. June 18,1934.
Willim F. Randolph,
ActikT A=c oczate Commsiazonarfor
Rcjuldatory Affmam.

C^LL cne 41C.-0-U

[Docket No. 75N-01B4; DES! 3285]

Drugs for Human Use; Drug Efficacy
Study Implementation; Revocation of
Exemption for Slngla Entity
Dicycomlne Hydrochloride
("Paragraph XIV/Category 18");
Followup and Opportunity for Hearing

AGENCY. Food and Drug Administration.
ACTION: Notice.

suMmARY: The Food and Drug
administration (FDA is revolng the
temporary exemption for single entity
dicyclonmne hydrochlonde which is
used for the treatment of irritable bowel
syndrome. The exemption has permitted
the drug to remain on the market beyond
the time limit scheduled for
implementation of the Drug Efficacy
Study. In this notice, FDA is announcing
the conditions for marketing
dicyclomine hydrochloride for the
indication for which it is now regarded
as effective and is offering an oportunity
for a hearing concerning indications
reclassified to lacking substantial
evidence of effectiveness.
DATES: Revocation of exemption
effective June 22.1934. Hearing requests
due on or before July 23,1934. Material
to justify a hearing due on or before
August 21,1984. Supplements to
approved new drug applications due on
or before August 21,1934 or, for
bloavailability data December19, 1934.
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ADDRIES gS: Communications in
response to this notice should be
identified with Docket No. 75N-0184,
directed to the attention of the
appropriate office named below, and
addressed to the Food and Drug
Administration, 5600 Fishers Lane
Rockville MD 20857 except requests for
opinion of applicability are to be sent to
the address listed below.

Supplements to full new drug
applications (identify with NDA
number): Division of Cardio-Renal Drug
Products (HFN-110), Center for Drugs
and Biologics (formerly National Center
for Drugs and Biologics).

Original abbreviated new drug
application and supplements thereto
(identify as such): Division of Generic
Drugs (IIFN-230), Center for Drugs and
Biologics.

Requests, for guidance m conducting
bioavailability studies: Division of
Biopharmaceutics (HFN-220), Center for
Drugs and Biologics.

Requests for hearing (identify with
Docket No. 75N-0184): Dockets
Management Branch CHFA-305), Rm. 4-
62.

Requests for opinion of the
applicability of this notice to a specific
product: Division of Drug Labeling
Compliance (HFN-310), Rm. 216, Center
for Drugs- and Biologics, 5640 Nicholson
Lane Rockville, MD 20852.

Requests for the reports of the
National Academy of Sciences-National
Research Council: Public Records and
Document Center (HFW-35), Rm. 12A-
12.
FOR FURTHER t':FORMATIOU CONTACT:
Herbert Gerstenzang, Center for Drugs
and Biologics (HFN-366), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857 301-443-3650.
SUPMLEM. ENTAnY INFORMATION:

Background
In a notice published in the Federal

Register on June 18, 1971 (36 FR 11754),
FDA classified a number of drugs,
including dicyclomne hydrochloffde, as
effective for use as adjunctive therapy in
the treatment of peptic ulcer probably
effective for use as adjunctive therapy in
the irritable bowel syndrome and for use
as adjunctive therapy in neurogenic
bowel disturbances; and possibly
effective and lacking substantial
evidence of effectiveness for other
labeled indications.

Subsequently, FDA published two
notices pertaining to dicyclomine
hydrochloride in the Federal Register of
November 11, 1975. In one notice (40 FR
52649), the agency stated that it
inappropriately classified dicyclomine
hydrochloride as an anticholinergic

instead of as an antispasmodic. The
notice further stated that this drug, over
the dose ranges studied, had not been
shown to be effective as an
antisecretory agent and in fact
possessed little or no anticholinergic
activity. In the other notice (40 FR
5244), FDA granted a temporary
exemption from the time limits
established for completing certain
phases of the drug efficacy study (DESI)
program for dicyclomme hydrochloride.
Under the exemption, marketing of
single entity products containing the
drug could be continued provided
studies were undertaken to show
whether the drug was effective for the
indications then classified as probably
effective: i.e., irritable bowel syndrome,
acute enterocolitis, and, for pediatric
products, infant colic. All other
indications for dicyclomine
hydrochloride, including adjunctive
thereapy m the treatment of peptic ulcer,
were classified in the notice appearing
at p. 52649 as lacking substantial
evidence of effectiveness. That notice
also offered affected firms an
opportunity for hearing concerning the
removal of those indications from
labeling. No hearing requests were
received.

On June 20, 1978 (43 FR 26490), the
testing add marketing conditions set
forth in the 1975 exemption for
dicyclomine hydrochloride were
amended to: (1) Require that each
marketed drug be the subject of an
approved new drug application or a
conditionally approved abbreviated new
drug application; (2) allow a drug
product to remain on or enter the market
even though its manufacturer was not
conducting clinical studies of its
effectiveness, provided that some
manufacturer of that drug was
conducting such studies; and (3) grant
an additional year for the completion of
clincal studies.

In response to the 1978 notice, Merrell
Dow Pharmaceuticals, Inc., submitted
two large multicenter studies using
Bentyl (dicyclomme hydrochloride) n
the treatment of irritable bowel
syndrome (033-028 and 033-045-1]. Two
smaller studies were also submitted: one
is a series of individual studies
evaluated together (033-026, 033-041,
and 033-050); the other study (033-045)
was discontinued when the sponsor
found that the protocol was not being
properly followed. All the studies except
033-045 used a higher dose of Bentyl (40
milligrams (mg), four times a day) than
is recommended in the current labeling.
No studies were submitted for acute
enterocolitis and infant colic.

Studies 033-028 and 033-045-1 show
statistically significant improvement

favoring Bentyl over placebo in the
categories evaluated: physician's overall
global assessment, abdominal pain,
abdominal tenderness, and bowel
habits. Findings in studies 033-026, 033-
C41, 033-050, and 033-045 fall short of
providing substantial evidence of
effectiveness of Bentyl but are
consistent with the findings in the two
multicenter studies; i.e., that Bentyl la
effective for the treatment of irritable
bowel syndrome. In studies 033-028 and
033-045-1, 82 percent of the patiento
treated with initial doses of 160 mg daily
demonstrated a favorable response.
Although 61 percent of the Bentyl
patients experienced anticholinergic
side effects in these studies, these side
effects were neither severe nor
intolerable, and generally did not
interfere with successful treatment of
the patient.

Effectiveness Decision
On the'basis of the data and

information submitted and reviewed, the
Director of the Center for Drugs and
Biologics has determined that
dicyclomme hydrochloride is effective
when administered orally or
intramuscularly for the treatment of
irritable bowel syndrome. Because the
Director is not aware of any ongoing
study that complies with the June 20,
1978 notice that would be applicable to
dicyclomine hydrochloride in the
treatment of acute enterocolitis and
infant colic, he has further determined
that the drug is no longer entitled to the
temporary exemption and that thene
indications lack substantial evidence of
effectiveness.

Revocation of Exemption

For the reasons stated above, the
temporary exemption announced in the
notices of November 11, 1975 and June
20, 1978, as it pertains to dicyclomine
hydrochloride, is hereby revoked.

List of NDA's and ANDA's

The following approved new drug
applications (NDA's) and conditionally
approved or approved abbreviated new
drug applications (ANDA's) provide for
products that contain dicyclomine
hydrochloride as the only active
ingredient:

1. NDA 7-409; Bentyl Capsules, 10 mg;
Merrell Dow Pharmaceuticals, Inc., 110
East Amity Rd., Cincinnati, OH 45215,

2. NDA 7:-409; Bentyl Tablets, 20 mg;
Merrell Dow Pharmaceuticals, Inc.

3. NDA 7-981; Bentyl Syrup, 10 rag/5
milliliter (mL); Merrel Dow
Pharmaceuticals, Inc.

4. NDA 8-370; Bentyl Injection, 10 mg/
mL, Merrell Dow Pharmaceuticals, Inc.

t
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5. ANDA 80-514; Dicyclomme
Hydrochloride Injection, 10 mg/mL,
Carter-Glogau Laboratories, 5160 West
Bethany Home Rd., Glendale, AZ 85301.

6. ANDA 80-971; Dicyclomme
Hydrochloride Capsules, 10 m, Private
Formulations, Inc., 460 Plainfield Ave.,
Edison, NJ 08817

7. ANDA 83-179; Dicyclomine
Hydrochloride Capsules, 10 In; Bolar
Pharmaceutical Co., Inc., 130 Lincoln St..
Copiague, NY 11726.

8. ANDA 83-860;, Dicyclomnme
Hydrochloride Capsules, iO mg; Boots
Pharmaceutical Corp. (formerly Generic
Pharmaceutical Corp.), 433 Commercial
Ave., Palisades Park, NJ 07650.

9. ANDA 83-924; Dicyclomme
Hydrochloride Tablets, 20 mrg; Boots
Pharmaceutical Corp.

10. ANDA 84-097. Dicyclomme
Hydrochloride Tablets, 20 mg;
Tablicaps, Inc., P.O. Box 5555,
FrankIinville, NJ 08322.

11. ANDA 84-285; Dicyclomme
Hydrochloride Capsules, 10 mg The
Lannett Co., Inc., 9000 State Rd.,
Philadelphia, PA 19136.

12. ANDA 84-347. Dicyclomme
Hydrochloride Capsules, 10 mg;
Danbury Pharmacal, Inc., 131 West St,
Danbury, Ct 06810.

13. ANDA 84-351; Dicyclomme
Hydrochloride Tablets, 20 mg; Bolar
Pharmaceutical Co., Inc.

14. ANDA 84-479; Dicyclomme
Hydrochloride Syrup, 10 mg/5 niL,
National Pharmaceutical Manufacuring
Co., Inc., 4128 Hayward Ave., Baltimore,
MD 21215.

15. ANDA 84-505; Dicyclomine
Hydrochloride Capsules, 10 mg; Barr
Laboratories, Inc., Northvale, NJ 07647.

16. ANDA 84--600; Dicyclomme
HydrochlorideTablets, 20 mg; Barr
Laboratories, Inc.

17. ANDA 84-602; Dicyclomme
Hydrochloride Tablets, 20 Mg; Danbury
Pharmacal, Inc.

18. ANDA 85-082; Dicyclomme
Hydrochloride Capsules, 10 mg; Chelsea
Laboratories, Inc., Inwood, NY 11685.

19. ANDA 85-223; Dicyclomme
-Hydrochlonde Tablets, 20 mg; Chelsea
Laboratories, Inc.

20. ANDA 86-527. Dicyclomme
Hydrochloride Tablets. 20 mg; Lemmon
Co., 850 Cathill Rd.. Sellersville. PA
18960.

21. ANDA 85-528; Dicyclormne
Hydrochloride Capsules, 10 m,-,, Lemmon
CO.

22. ANDA 86-877; Dicyclomme
Hydrochloride Capsules, 10 mag; Lederle.
Laboratories, North Middletown Rd.
Pearl River, NY 10965.

23. ANDA 86-878; Dicyclomme
Hydrochloride Tablets, 20 mg; Lederle
Laboratories.

S-03.4999 0037(02X21-JUN-84-15:51:51)

24. ANDA 87-993; Baycyclomne
Syrup, 10 mg/S mL, Bay Laboratories,
3654 West Jarnis, Sholoe. IL VD0'&.

New Drug Status
Dicyclomme Hydrochloride.

containing products are regarded as new
drugs (21 U.S.C. 321(p)) and an approved
new drug application is required for
marketing them. The new drug
applications listed above represent- (1)
NDA's approved on the basis of safety
before October 10, 1952; (2) ANDA's
submitted and approved on the basis of
the June 18,1971 notice and for which
approval of the peptic ulcer indication
was later withdrawn (40 FR 52&319. Nov.
11, 1975); and (3) ANDA's conditionally
approved under the temporary
exemption that allowed products
containing dicyclomme bydrochlorzde to
be marketed while effectiveness studics
were conducted. None of these new drug
applications is approved on the basis of
effectiveness of the drug product.
Therefore, supplemental new drag
applications are nor; required to revise
the labeling and to provide additional
information necessary for full approval
of the NDA's and ANDA's for safety and
effectiveness.

In addition to the holders of the new
drug applications speciflically named
above, this notice applies to any parson
who manufactures or distributes a drug
product that is not the subject of an
approved new drug application und !hat
is identical to a drug product named
above. It may also be applicable, under
21 CFR 310.6, to a related or eimilar drug
product that is not the subject of an
approved new drug application. It is the
responsibility of every dru-
manufacturer or distributor to review
this notice to determine whether It
covers any drug product that the person
manufactures or distributes. Any person
may request an opinion of the
applicability cf thim notice to a 'ecTiic
drug product by writing to the Division
of Drug Labeling Compliance (address
given above).

Conditions for Approval and Marketing
FDA has reviewed all available

evuience and concludes that
dicyclonne hydrochloride is effective
for the indication listed in the labeling
conditions below. The agency is
prepared to approved abbreviated new
drug applications and supplements to
previously approved and conditionally
approved new dr- applications under
conditions described herein.

1. Form of drug. The drug .3 in tablet,
capsule, or syrup form suitable for oral
administration,;-or injectable solution
from suitable for intramuscular
administration.

2.Labei- CozdF!a.w. a. The label
bear. the statemant, "Caution: Federal
law prohibits d&pensing withut
prescription"

b. The drug is labeled to comply with
all rmuremnta of the Federal Food,
Drag, and Cosmetlc At and r3gulation,
and the labeling bears adequate
information for safe and effective use of
the drug. The indication is as follows:

For the treatment of Functional
Bowel/Irritable Bowel Syndrome
(irritable colon, spastic colon, and
mucous colitis].

c. The "Clinical Pharmacology"
section of the labeling is to include the
following paragraph:

In ho controlled clinical trials, 82
percent of the patients treated vith
initial doses of 160 mig daily
demonstrated a favorable clinical
reponse. In these trials, however, 61
percent of the patients on the drug
experienced one or more of the
following typical anticholinergic side
effects: (See "Adverse Reactions" for
full imformatl n)
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In these trials, approximately 9
percent of the dicyclomme (-nd 2
percent of the placebo) patients
discontinued therapy because of one or
more of these side effects. For the most
part. however, these side effects were
neither severe not intolerable, and
generally did nor interfere with
successful treatment of the patient. In 25
percent of the patients who had these
side effects, the side effects disappeared
or were tolerated with no dose
reduction. A total of 28 percent of the
patients in these trials had their dose
reduced (to an average dose of g0mig
daily) because of side effects. These
patients generally continued to
experience a favorable clinical response
and their side effects either disappeared
or were tolerated.

d. The 'Dosage and Adminstration!'
section is to read as follows:

F4703 tev. 10283
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Dosage and Administration
Dosage Must Be Adjusted to Indivdual
Patient Needs-See Clinical
Pharmacology

The only oral dose clearly shown to
be effective is 160 mg per day (in four
equally divided doses). Since this dose
is associated with a significant
incidence of side effects, it is prudent to
begin with 80 ng per day (in four
equally divided doses). Depending upon
the patient's response, during the first
week of therapy the dose should be
increased to 160 rag per day unless side
effects limit dosage escalation.

If efficacy is not achieved within two
weeks or side effects require doses
below 80 mg per day, the drug should be
discontinued. Documented safety data
are not available for doses of 80 to 160
mg daily for periods longer than two
weeks.

The intramuscular dosage form is to
be used temporarily when the patient
cannot take oral medication.
Intramuscular injection is about twice as
bloavailable as oral dosage forms;
consequently the recommended
intramuscular dose is 80 mg daily (in
four divided doses). Oral dicyclomme
should be started as soon as possible
and the intramuscular form should not
be used for periods longer than one or
two days. Not for intravenous use.

3. Marketing status. a. Marketing of
such drug products that are now the
-subject of an approved, conditionally
approved, or effective new drug
application or abbreviated new drug
application may be, continued provided
that, on or before August 21, 1984, the
holder of the application has submitted
(i) a supplement for revised labeling as
needed to be in accord with the labeling
conditions described in this notice, and
complete container labeling if current
container labeling has not been
submitted and (ii) a supplement to
provide updated information with
respect to items 6 [components], 7
(composition), and 8 (methods, facilities,
and - controls] of new drug
application form FD-356H (21 CFR
314.1(c)); and, further, provided that, on
or before December 19, 1984, the
application holder has submitted a
supplement that presents bioavailability
data in accord with item 4, below.

b. Drug products that are now the
subject of an approved, conditionally
approved, or effective NDA or ANDA
will be given full approval based on
effectiveness, as well as safety, if the
supplements identified in item a above
are submitted and determined to be
satisfactory.

c. Approval of an abbreviated new
,drug application (21 CFR 314.2) must be

obtained before marketing such
products. The bioavailability regulations
(21 CFR 320.21) require any person
submitting a full or abbreviated new
drug application after July 7 1977 to
include either evidence demonstrating in
vivo bioavailability of the drug or
information to permit waiver of the
requirement. The bioavailability
requirements for dicyclomme
hydrochloride are described m item 4,
below. Marketing drug products before
approval of a new drug application will
subject those products, and those
persons who caused the products to be
marketed, to regulatory action.

4. Bioavailability requirements. a.
Because this is the first notice-
announcing the agency's determination
that dicyclomine hydrochloride is
effective, the drug has also been
reviewed for actual or potential
bioavailability/bioequivalence
problems. (See 21 CFR 320.22(c)(3).) It
has been determined that dicyclomine
hydrochloride tablets and capsules
should be added to the list of drugs for
which bloavailability data are not
waived (21 CFR 320.22(c)).

b. The bioavailability requirements for
new applications and for previously
approved or conditionally approved
applications are as follows: (i) For solid
oral dosage forms, in vivo
bioavailability/bioequivalence data are-
required. (ii) For the syrup dosage form,
bioavailability data are waived. (iii) For
the intramuscular injection, in vivo
bioavailability/bioequivalence data are
required unless the applicant can
provide adequate information to justify
a waiver. Guidance for conducting
suitable bioavailability studies may be
obtained from the Division of
Biopharmaceutics (address above).
Opportunity for Hearing

On the basis of all the data and
information available to him, the
Director of the Center for Drugs and
Biologics is unaware of any adequate
and well-controlled clinical
investigation, conducted by experts
qualified by scientific training and
experience, that meets the requirements
of section 505 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355) and 21
CFR 314.111(a](5), and that
demonstrates the effectiveness of
dicyclomine hydrochloride for use in the
treatment of acute enterocolitis or infant
colic.

Notice is given to the holders of the
new drug applications and conditionally
approved abbreviated new drug
applications listed above and to all
other interested personszthat the
Director of the Center for Drugs and
Biologics proposes to issue an order

under section 505(e) of the act,
withdrawing approval and conditional
approval of the new drug applications
and all amendments and supplements
thereto providing for the indications
lacking substantial evidence of
effectiveness on the ground that new
information before him with respect to
the drug products, evaluated together
with the evidence available to him when
the applications were approved, shows
there is a lack of substantial evidence
that the drug products will have all the
effects they purport or are represented
to have under the conditions of use
prescribed, recommended, or suggested
in the labeling. If no hearing is
requested, and the applications are
further supplemented in accord with this
notice to delete the claims lacking
substantial evidence of effectiveness,
approval of the indications that lack
evidence of effectiveness will be
considered withdrawn, and no further
order will issue.

This notice of opportunity for hearing
encompasses all issues relating to th
legal status of the drug products subject
to it, e.g., any contention that any such
product is not a new drug because It is
exempt from part or all of the new drug
provisions of the act under the
exemption for products marketed before
June 25, 1938, in section 2 01(p) of the act,
or under section 107(c) of the Drug
Amendments of 1962, or for any other
reason.

In accordance with section 505 of the
act and the regulations promulgated
under it (21"CFR Parts 310 and 314), the
applicant and all other persons who
manufacture or distribute a drug product
that is identical, related, or similar to a
drug product named above (21 CFR
310.6) and not the subject of a new drug
application, are hereby given an
opportunity for a hearing to show why
approval of the new drug applications
should not be withdrawn, and an
opportunity to raise, for administrative
determination, all issues relating to the
legal status of the drug products named
above and of all identical, related, or
similar drug products not the subject of
a new drug application.

The applicant or any other person
subject to this notice under 21 CFR 310.0
who decides to seek a hearing, shall file
(1) on or before July 23, 1984 a written
notice of appearance and request for
hearing, and (2) on or before August 21,
1984 the data, information, and analyses
relied on to justify a hearing, as
specified in 21 CFR 314.200. Any other
interested person may also submit
comments on this proposal to withdraw
approval. The procedures and
requirements governing this notice of
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opportunity for hearing, a notice of
appearance and request for hearing, a
submission of data. information, and
analyses to justify a hearing, other
comments, and a granting or denial of a
hearing, are contained in 21 CFR 314.200.

The failure of the applicant or any
other person subject to this notice to file
a timely written notice of appearance
-and request for hearing as required by
21 CFR 314.200 constitutes an election
by the person not to make use of the
opportunity for a hearing concerning the
action proposed and a waiver of any
contentions concerning the legal status
of the relevant drug product. Any such
drug product labeled for the indications
referred to in this notice as lacking
substantial evidence of effectiveness
may not thereafter lawfully be
marketed, and the Food and Drug
Administration will initiate appropriate
regulatory action to remove such a drug
product from the market. Any new drug
product marketed without an approved
new drug application is subject to
regulatory action at any time.

A request for a hearing may not rest
upon mere allegations or denials, but
must present specific facts showing that
there is a genuine and substantial issue
of fact that requires a hearing. If it
conclusively appears from the face of
the data, information, and factual
analyses in their request for hearing that
there is no genuine and substantial issue
of fact which precludes the withdrawal
of approval of the application, or when a
request for hearing is not made in the
required format or with the required
analyses, the Commissioner of Food and
Drugs will enter summary judgment
against the person(s) who requests the
hearing, making findings and
conclusions, and denying a hearing.

All submissions pursuant to this
notice are to be filed in four copies.
Except for data and information
prohibited from public disclosure under
21 U.S.C. 331bj] or 18 U.S.C. 1905, the
submissions may be seen in the Dockets
Management Branch between 9 a.m. and
4p.m.. Monday through Friday.

This notice is issued under the Federal
Food, Drug, and Cosmetic Act (secs. 502,
505, 52 Stat; 1050-1053 as amended (21
U.S.C. 352,355)) and under the authority
delegated to the Director of the Center
for Drugs and Biologics (21 CFR 5.70 and
5.82).

Dated: June 13,1984.
Paul Parkman,
Acting Director, CenterforDrugs and
Biologics.

[FR Doc 8-i n Filed 6-21-84% s:45 am)

BILLIG CODE 4160-01-M

[Docket No. 84P-0209]

Food for Human Consumption;
Enriched Bread Deviating From
Identity Standard; Temporary Permit
for Market Testing

AGENCY. Food and Drug Administration.

ACTION: Notice.

sW.WAAny: The Food and Drug
Administration (FDA) is announcing
that a temporary permit has been issued
to Pepin de Puerto Rico, Inc.. to market
test a bread enriched to the nutrient
levels recommended by the National
Academy of Sciences. Food and
Nutrition Board, in 1974 (with the
exception that iron vAill remain at the
level required by the standard of
identity for enriched bread). The
purpose of the temporary permit is to
allow the applicant to measure
consumer acceptance of the food.

DATES: This permit is effective for 15
months, beginning on the date the food
is introduced or caused to be introduced
into commerce, but no later than
September 20,1984.

FOR FURTHER INFORMATION CONTACT.
F Leo Kauffman, Center for Food Safety
and Applied Nutrition (formerly Bureau
of Foods) (HFF-214), Food and Drug
Administration, 200 C St. SW.,
Washington, DC 20204, 202-46i-0107.

SUPPLEMENTARY INFORMATION: In
accordance with 21 CFR 130.17
concerning temporary permits to
facilitate market testing of foods
deviating from the requirements of a
standard of identity promulgated under
section 401 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 341), FDA is
giving notice that a temporary permit
has been issued to Pepin de Puerto Rico,
Inc., Bayamon, PR 00520.

The permit covers limited interstate
marketing tests of enriched special
formula bread. The test product deviates
from the standard of identity for
enriched bread, Z1 CFR 130.115, in that it
will contain in each 2-slice
(approximately 2 ounces) serving: (1) 6
percent of the U.S. Recommended Daily
Allowance (RDA) of vitamin A, (2) 8
percent of the U.S. RDA of vitamin B-6,
(3) 8 percent of the U.S. RDA of folic
acid, (4) 6 percent of the U.S. RDA of
magnesium. and (5) 6 percent of the U.S.
RDA of zinc. The test product meets all
requirements of § 136.115 with the
exception of these deviations.

The permit provides for the temporary
marketing of 5,000 pounds per day of the
product. The test product will be
distributed in the Commonwealth of
Puerto Rico.

The principal display panel of the
label states the product name as
"enriched special formula bread" and
each of ingredients used is states on the
label as required by the applicable
sections of 21 CFR Part 101. A side-by-
side comparison of the percentage of
US. RDA's for nutrients in the test
products and in regular enriched bread
is shown on the label for the applicable
nutrients. This permit is effective for 15
months, beginning on the date the test
product is introduced or caused tc be
introducted into commerce, but no later
September 20,1934.

Dz.tcd June 14.1934.
Taylor ?.L Qunn.
Actinj-Director. Cen-erforFoodSafety and
Applied uLrition.

D!LLUN3 COME 415C-01-M

Social Security Administration

Statement of Organization, Functions
and Delegation of Authority; Division
of Project Management Support and
Security

Part S of the Slatment of
Organization. Functions and Delegations
of Authority for the Department of
Health and Human Services (HHS)
covers the Social Security
AdmIristration (SSA).

Notice is given that Part S. as
published in the Federal Register on
March 21,1979 (44 FR 17218-17219) and
amended by 44 FR 46350 of August 7
1979.46 FR 41215 of August 14,1931 and
48 FR 337-343 of January 4,1983 and
Chapter ST as published in the Federal
Register on January 4. 1933 (48 FR 337-
343) and amended by 48 FR 36201-3I5904
of August 15,193 are amended to delete
the Systems Security Staff and the
Project Management Support Staff,
delete the functions assigned to those
Staffs and add the Division of Project
Management Support and Security and
the new Division functions.

The new material and changes are as
follow:

Section ST. 10 The Office of System
Requirements--Oranization):
Subsection G. The Office of
Planning, Control and Validation
(STE) delete:

1. The System Security Staff (STEl);
2. The Project Management Support

Staff (STE2) and

ADD:

1. The Division of Project
Management Support and Security
(STE5).
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Renumber remaining Subsections G3
to G2 and G4 to G3.
Section ST. 20 The Office of System

Requirements-(Functions):
.Subsection G. The Office of
Planning, Control and Validation
(STE) delete:

1. The System Security Staff (STEI);
2. The Project Management Support

Staff (STE2) and

ADD:

1. The Division of Project
Management Support and Security
(STE5).

a. Directs development, operation and
maintenance of Management Support
Systems which provide automated
support to the Office of System
Requirements (OSR) planning,
monitoring, project and resource
management functions. Analyzes
management requirements and needs of
other OSR components and develops
appropriate systems support capability.
Acquires necessary automated data
processing (ADP) capability to meet user
needs through equipment acquisition or
timesharing agreements. Works with the
Office of System Management (OSM),
contractors and other invovled
components to develop, maintain and
implement Systems' management
support and control processes to
integrate OSR's management support
systems and processes Systems-wide.

B. Provides standards, procedures,
systems support and technical
assistance to OSR project managers to
facilitate preparation of work plans.
Directs review of project work plans to
ensure completeness, compatibility with
standards and managerial directives
and requirements and conformity to the
ADP Systems Plan, Systems Control
Board decisions and other management
decisions. Coordinates Systems-wide
approval of new and modified plans and
endures that differences and conflicts
among components are resolved.
Provides for monitoring progress of
work projects agamst work plans and
reporting status to Systems
management.

c. Monitors and directs analysis of
pending legislation potentially affecting
systems. Provides status of pending
legislation and projections of
anticipated impacts to OSR
management. Coordinates analysis of
enacted legislation, develops impact
statements, resource projections, project
plans and other documentation to
facilitate OSR management planning for
legislative implementation. Tracks
progress of implementation and reports
periodically to the Associate
Commissioner, OSR.

d. Works with Systems management
to develop, maintain and implement
configuration control and systems
change control processes. Directs review
and control of requests for modification
of SSA systems. Ensures that all
requests are m accordance with ADP
Plan and Systems Control Board
decisions and correspond to approved
project work plans. Monitors change
requests through the systems life cycle
and ensures that all necessary
concurrences and approvals are
obtained and that implementation is
scheduled for appropriate systems
versions.

e. Develops control, auditability and
security standards for the organizational
information requirements for all SSA
systems, and ensures the
unplementation of the standards within
all areas of OSR's functional
responsibilities. Also, develops methods
to improve control and security features
based on established standards and
cost/benefit considerations.

f. Reviews functional requirements
documents, requests for system
modifications, procedural issuance and
related material developed by OSR
components to determine adherence to
SSA, HHS and the Office of
Management and Budget standards
relating to the security and integrity of
SSA data processing and information
systems.

g. Leads and/or coordinates reviews
of programmatic processes and systems
to identify weaknesses in control,
auditability and security features, makes
recommendations for inprovement and
coordinates activities with other SSA
components to ensure that approved
recommendations are implemented.

h. Provides the capability for and
performs dynamic testing and static
testing of all programmatic systems m
support of SSA and oversight agency
requirements, as well as in support of
OSR control and audit process reviews.

i. Develops requirements for and
authorizes systems software changes to
various Control and Audit Test Facility
software modules and programmatic
modules used in the performance of
static and dynamic testing and validates
those changes. Authorizes changes to
the SSA Data Acquisition and Response
System's security system.

j. Coordinates with users and all
Systems components on Privacy Act and
Freedom of Information Act issues to
ensure that functional requirements and
procedures are in conformance with that
legislation.

Renumber remaining Subsections G3
to G2 and G4 to G3.

Dated: May 31, 1984.
Nelson J. Sabatini,
Acting Deputy Commissioner for
Management andAssessment.
[FR Doc. 4-16703 Filed 0-i-14 6:45 am]

CILLING CODE 4110-07-M

Statement of Organization, Function3
and Delegations of Authority; Office of
Family Assistance

Part S of the Statement of
Organization, Functions and Delegations
of Authority for the Department of
Health and Human Services (HHS)
covers the Social Security
Adminimstration (SSA). Sections SF.10
and SF.20 of the SSA statement, most
recently published in the Federal
Register on November 9,1981 (40 FR
55422-55423) and amended on June 1,
1983 (48 FR 24460-24463), describe the
rmssion, organization and functions of
SSA's Office of Family Aosistance
(OFA).

Notice is given that standard
administrative codes (SAC) for Sections
SF.1O and SF.20 are being corrected to
reflect proper designation. In the
organization statement, the SAC code
for Section SF.10 Subsection E.1. was
designated as (FSAI). The correct
designation is (SFA1). In the function
statement SAC code for Section SF.20
Subsection E.1. was designated as
SFA3). The correct designation Is
(SFA1).

In the organization statement, the
SAC code for Section SF.1O Subsection
H. was designated as (SFM). The correct
designation is (SFK). Section SF.10
Subsection H.1. was designated (SFM1).
The correct designation is (SFKI1).
Section SF.1O Subsection H.2. was
designated (SFM2). The correct
designation is (SFK2). Section SF,10
Subsection H.3. was designated (SFM3),
The correct designation is (SFI3).

In the functional statement, the SAC
code for Section SF.20 Subsection H.
was designated (SFM). The correct
designation is (SFK). Section SF.20
Subsection H.1. was designated (SFM1).
The correct designation Is (SFKI).
Section SF.20 Subsection H.2, was
designated (SFM2). The correct
designation is (SFK2). Section SF.20
Subsection H.3. was designated (SFM3),
The correct designation is (SFK3).

Dated: June 15,1984.
Bert Fowler,
Acting Director, Division of Clossificao,
and Orgamzation Management, 011R, OMBP
[FR Doc. 84-10704 Filed 0-21-4: &43 aml
BILNG CODE 4190-11-

I
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DEPARTMLIENT OF HOUSING AND
URBAN' DEVELOPMENT

Office of Environment and Energy

[Docket No. NI-122]

Intended Environmental Impact
Statements

The Department of Housing and
Urban Development gives notice that an
Environmental Impact Statement (EIS) is
intended to be prepared for the
following project under HUD programs
as described in the appendix to tius
Notice, Columbia Point Redevelopment,
City of Boston, Massachusetts. This
Notice is required by the Council on
Environmental Quality under its rules
(40 CFR Part 1500].

Interested individuals, governmental
agencies, and private organizations are
invited to submit information and
comments concerning the project to the
specific person or address indicated in
the appropriate part of the appendix.

Particularly solicited is information on
reports or other environmental studies
planned or completed in the project
area, issues and data which the EIS
should consider, recommended
mitigating measures and alternatives,
and major issues associated with the
proposed project. Federal agencies
having jurisdiction by law, special
expertise or other special interests
should report their interests and indicate
their readiness to aid the EIS effort as a
"cooperating agency."

Each Notice shall be effective for one
year. If one year after the publication of
a Notice in the Federal Register, a Draft
EIS has not been filed on a project, then
the Notice for that project shall be
cancelled. If a Draft EIS is expected
more than one year after the publication
of the Notice in the Federal Register,
then a new and updated Notice of Intent
will be published.

Issued at Washington, D.C.June 15,1984.
Francis G. Haas,
Deputy Director, Office of Environment and
Energy.

Appendix

EIS On Columbia Point Redevelopment,
City of Boston, Massachusetts

The Department of Housing and
Urban Development (HUD) Boston,
Regional Office intends to prepare an
Environmental Impact Statement (EIS).
jointly with the City of Boston, for the
project described below and solicit
information and comments for
consideration in the EIS.

Description: The proposed project for
the construction and rehabilitation of a
total of 1,400 residential apartment units

on the site of the existing Columbia
Point Public Housing Project. The
apartments will include from one to six
bedroom units totalling 2,804 bedrooms.
Approximately half of the existing
buildings will be demolished with the
remainder being rehabilitated. New
construction will provide townhouses
and mid-rise (up to twelve stories)
buildings. Community related amenities
such as a community building,
swimming pools, tennis courts, softball
diamonds, tot lots and playgrounds will
be provided. The 200 vehicle capacity
garages will be constructed to
supplement on-site parlang. The project
is being reviewed for acceptance under
section 221(d)(3) and (4) of the National
Housing Act of 1934, as amended under
HUD's Urban Development Action
Grant Program of the CDBG Program.

Need: An EIS is proposed because the
proposed action, while not exceeding
the threshold of 2,560 units, will have a
significant impact on the human
environment and require consideration
of several potential adverse impacts
such as airport, noise, traffic, flood
hazards and reduction of public
parklands.

Alternatives. At this time, the HUD
alternatives are: accept the proposed
development as submitted, accept the
proposed development with
modifications or reject the proposed
development.

Scoping: HUD will not hold a scoping
meeting because most of the significant
issues were identified in a Certificate
issued by the Massachusetts Secretary
of Environmental Affairs on March 7
and additional issues were identified by
HUD in a letter dated May 21,1984.

Comments: Comments and questions
regarding this proposal should be sent
within twenty-one (21) days of the
publication of this Notice in the Federal
Register to: John Mongan, Regional
Administrator-Regional Housing
Commissioner, Attn: Sheldon Gilbert.
Regional Environmental Officer,
Department of Housing and Urban
Development, 15 New Chardon Street,
Boston, Massachusetts 02114.

B!LNG CODE 4210-2-M

[Docket No. NI-123]

Intended Environmental Impact
Statements

The Department of Housing and
Urban Development gives notice that an
Environmental Impact Statement fEIS) is
intended to be prepared for the
following project under HUD programs
as described in the appendix: City of

Warren, Michigan. This Notice is
required by the Council of
Enironmental Quality under its rules
(40 CFR Part 1.0O).

Interested individuals, governmental
agencies, and private organizations are
invited to submit information and
comments concerning the project to the
specific person or address indicated in
the appropriate part of the appendix.

Particularly solicited is information on
reports or other environmental studies
planned or completed m the project
area, issues and data vich the EIS
should consider, recommended
mitigating measures and alternatives,
and major issues associated with the
proposed project. Federal agencies
having jurisdiction by law, special
expertise or other special interests
should report their interests and indicate
their readiness to aid the EIS effort as a
"cooperating agency."

Each Notice shall be effective for one
year. If one year after the publication of
a Notice in the Federal Register, a Draft
EIS has not been filed on a project, then
the Notice for that project shall be
cancelled. If a Draft EIS is expected
more than one year after the publication
of the Notice in the Federal Register,
then a new and updated Notice of Intent
will be published.

Isued at WashinSton. D.C., June 15. 1 4.
Frands G. Haa_,
Dputy Director, Ofjlce of Environment and

Appendix

EIS for the Chrysler Corporation
"Warren Assembly Plant City of
Warraen, Macomb Coun4y, Michigan

The City of Warren intends to prepare
an Environmental Impact Statement
(EIS) on the project described below and
solicit information and comments for
consideration mt he EIS.

Description: The proposed Chrysler
Corporation Warren Assembly Plant
vwill consist of the rehabilitation of the
existing Warren Truck Assembly and
the addition of a new 700.000 square
foot paint shop. Construction of the new
paint shop will require the demolition of
an existing vacant foundry. The
proposed project consists of
approximately 130 acres and is located
on the northeast corner of the Mound
Road and 8 Mile Road. The approximate
cost of the project is in excess of $500
million.

Federal funding for the project is
expected to be from the United States
Department of Housing and Urban
Development (HUD). UDAG and
Community Development Block Grant.
Other funding sources may include the

250S7
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Federal Highway Administration,
Economic Development Admimstration
or other Federal agencies.

Need: A decision to prepare an EIS
has been based upon effects on air
quality, noise quality, traffic and
hazardous and toxic waste.

Alternatives: Alternatives being
considered at this time include: (1)
Demolition of existing Jones Laughlin
Industrial Plant and development of the
site for a new paint shop; (2)
rehabilitation of the existing Jones &
Laughlin building for its past purpose of
a foundry; and (3) no project. A "no
project alternative" would mean that the
project would not be developed in the
City of Warren and the possible
relocation to another community.

Scopng: This notice is part of the
process of scoping the EIS. Reponses
will be used to: (1) Make a
determination of the need to prepare a
full EIS; (2) help determine significant
environmental issues; (3) identify data
that will be used in the EIS; and (4)
identify agencies, groups and
individuals that will participate in the
EIS process.

A public scoping meeting will be held
as follows: Fifteen (15) days after
publication in the Federal Register at
1:00 p.m.-3:00 p.m. and 7:00 p.m.-9:00
p.m. at the Warren City Hall, 29500 Van
Dyke, Warren, Michigan. Contact
Gerald G. Noichel at (313) 574-4687 for
correct date of the public scoping
meeting.

Comment. Submission of comments
and information prior to the Public
meeting eitheran writing or by telephone
should be directed to: Gerald G. Noichel,
Economic Development Coordinator,
City of Warren, 29500 Van Dyke,
Warren, Michigan 48093, telephone
number (313) 574-4687
[FR Do" 84-16770 Filed 6-21-84; 8:45 am]

BILUNG CODE 4210-22-M

DEPARTMErr OF TiE INTERIOR

Bureau of Indian Affairs

Memibership Roll of the Confederated
Tribes of the Grand Ronde Community
of Oregon

AGENCY: Bureau of Indian Affairs,
Interior.
ACTION: Notice.

SUMMARY: The Bureau of Indian Affairs
is publishing the membership roll of the
Confederated Tribes of the Grand
Ronde Community of Oregon. The
membership roll was prepared in
accordance with the Act of November
22, 1983, which provided for the
restoration of Federal recognition to the
Confederated Tribes of the Grand
Ronde Community. Publication of the
membership roll in the Federal Register
is required by section 7 of the Act of
November 22,1983.
FOR FURTHER INFORMVIATION CONTACT:
William J. Smith, Portland Area Office,
Bureau of Indian Affairs, P.O. Box 3785,
Portland, Oregon 97208, telephone
number: (503) 231-6723 (FTS 429-6723).
SUPPLEMENTARY INFORMATIOn: The Act
of November 22, 1983 (97 Stat. 1054),
provided for the restoration of Federal
recognition to the Confederated Tribes
of the Grand Ronde Community of
Oregon. Section 7 of the Act specified
criteria governing eligibility for
membership until the Tribes adopted a
constitution and bylaws. A membership
roll was to be prepared of persons who
met the requirements specified in the
Act. Not less than sixty (601 days before
a Secretarial election of the membership
is held to approve or disapprove the
adoption of a constitution and bylaws,
section 7(c)(4) requires the publication
of the certified membership roll In the
Federal Register.

Accordingly, the membership roll of
the Confederated Tribes of the Grand
Ronde Community of Oregon, which
follows, was prepared as of June 1, 1934,
of persons who met the requirements

specified in section 7 of the Act of
November 22,1983. The membership roll
was certified to be true and accurate by
the Chairwoman of the Interim Council
on June 6,1984, and the Portland Area
Director of the Bureau of Indian Affairs
approved the roll on June 7, 1984.

This notice is published in exercise of
authority delegated by the Secretary of
the Interior to the Assistant Secretary
for Indian Affairs by 209 DM 8.
Kenneth Smith,
Assistant Secretary, Indian Affairs.

Department of the Intonor
Bureau of Indian Affairs,
Portland Area Office, Approval-

Membership Rollof the Confedeorated
Tribes of the Grand Ronde Community
of Oregon.

I hereby certify that the attached
Membership Roll of the Confederated Tribes
of the Grand Ronde Community of Oregon
constitutes the tribal membership as of June
1, 1984, and was prepared in accordance with
Section 7 of the Act of November 22,1903 (07
Stat. 1084). Consequently, under the authority
delegated to me to act for the Secretary of the
Interior in approving tribal membership rolls,
I am approving the attached roll and
recommend that the Secretary of the Interior
or his authonzed representative prepare the
roll for publication in the Federal Register
pursuant to Section 7(c)(4) of the Act.

Dated: June 7,1984,
Stanley Speaks,
Area Director.

Certification of the Grand Rondo Community
Interim Council

I certify that to the best of my belief and
knowledge the attached roll containing a
total of 1101 names constitutes the
Membership Roll of the Confederated Tribes
of the Grand Ronde Community of Oregon
prepared in accordance with Section 7 of lie
Act of November 22,1983 (97 Stat. 1084), and
is a true and accurate listing of enrolled tribal
members as of June 1,1984.

Dated: June 6.1934.
Kathryn Harrison,
Chairman, Intenm Council, Confederated
Tribes of the GrandRonde Community.
BILLIJG CODE 4310-02-M
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National Petroleum Reserve in Alaska;
Oil and Gas Lease Sale No. 841

Correction

In FR Doc. 84-15756 beginning on page
24451 in the issue of Wednesday, June
13,1984, make the following corrections.

1. On page 24451, second column, in
the heading of the land descriptions
below "Township/range" insert "Umiat
Meridian, Alaska, (Unsurveyed) (except
where otherwise designated]"

2. In item 841-033, line 4, under the
heading "Townslhp/range" should read
"T 9 N., R. 36 W., Secs. 1 to 18,"

3. In Column three, item "841-0052"
should read "841-052"

4. In item 841-085, line 5 should read
IT. 5 S., R. 25 W., Secs. 1 to 5,"

5. On page 24452, column one, item
841-100, line eight should read "T. 7 S.,
R. 26 W., Sees. 1 to 18,"

6. In column two, first paragraph
under the heading "When and Where To
Submit Bids," line 4, "7901 C Street"
should read "701 C Street"

7 On page 24454, the fouth complete
paragraph, line 3, the word "or" should
be inserted between "habitats" and
,.to"

8. In the second column, the third
complete paragraph, line 6, "the' should
be inserted between "by" and "AO"

9. In the third column the signature
"Robert W. Arnodorfer" should read
"Robert W. Amdorfer"
BILLING CODE 1505-01-fi

Bureau of Land Management

[N-38898; N-38935; N-38995]

Order Providing for Opening of Lands;
Nevada

June 12,1984.
1. The following described lands were

acquired by the United States pursuant
to the Act of December 23, 1980 (94 StaL
3381). Titles were accepted on January
27 1983 (section 25) and March 2, 1983
(section 24.]

Mount Diablo Meridian, Nevada
T. 13 N., R. 18 E.

Sec. 24, NWV1SWYSE%;
Sec. 25, NE .
The area described comprises

approximately 161 acres.

2. The followmg described land was
reconveyed to the United States rean
exchange and title was accepted on
October 12,1983.

Mount Diablo Meridian, Nevada
T. 13 N., F. 20 E..,

That portion of the NW'ASE, of Section 8.
beginning at the point on the northerly
right-of-way line of Airport Road, said

point bears South 7'35-52' WctL
14,708.02 feet from the NE comer of
Section 32, Township 14 North. Rane 20
East, 10D3BM: thence from the initial
point South 99'43-16' Wct alar, the
northerly nght-of-way line cf md
Airport Road 215.03 feet; thence North
0*16-44. West. 145.88 feet tlhence North
89°43-16' east 215.00 feat; thence South
0'16-44' East 143.85 feet to the raint of
beginning.

Together %'.ith the warehouse located
thereon.

The area described compnscs
approximately 0.72 acre.

The lands are located in Dou.glas
County, within the boundana of the
Toiyabe National Forest. rear Genoa,
Nevada.

All ninerals in the NE,' of sec. 25, T.
13 N., R. 18 E., are in private ownershp.

All minerals in the NWtJ SWISE'
of sec. 24, T. 13 N., R. 18 E., and the
described portion of the WAI SE £ of
sec. 8, T. 13 N. R. 20 E.. were
reconveyed to the United Stateo.

At 9:00 a.m. on (July 23,1934) the land
described above shall be open to such
forms of disposition as may by law be
made of national forest land.

Inquiries concerng- the forest land
should be addressed to Forest
Supervisor, Toiyabe National Forest,
1200 Franklin Way, Sparks, Nevada
89431.
Win. I. Malcack,
Deputy Stote Director, O2rationg.
tin Da. &I-iGMi FL&1 0-21-WL .i 4 a--
BILING CODE 4310-KC-i

INTERSTATE COFMAERCE
COMMISSION

Intent To Engage In Compensated
Intercorporate Hauling Operation3

This is to provide notice as required
by 49 U.S.C. 10524(b) (1) that the name
corporations intend to provide or use
compensated intercorporate hauling
operations as authorized in 49 U.S.C.
10524(b).

1. Parent corporation and address of
principal office: LTV Energy Products
Company, P.O. Box 359. Dallas, Texas
75221.

2. Wholly owned subsdiaries which
will participate in the operations, and
State(s) of incorporation: (i) Fibercast
Company, a Delaware Corporation.

1. Parent corporation and address of
principal office: Mountain Fuel Supply
Company, 160 East First South, P.O. Eax
11368, Salt Lake City, UT C4139.

2. Wholly-owned subsidiaries vthich
vil participate m the operations, and
State(s) of incorporation:

(i) Mountain Fuel Resources, Inc.
Utah.

(iH} Wexpro Company; Utah.
(iii) Celius Energy Company; Nevada.

James H. Bayno,

lF3i 12:i C4IM-ZF.l dC.Z-CA a 43 a=)
131..1. CcDr 703S-Oi-M

[Fiaance Docket No. 305S31

Norfolk Southern Corp., Contro! of
North American Van Lines, Inc. Intent
To File No. 1

On May 24,1934, pursuant to 49 CFR
11C.4b). Norfolk Southern Corporation
(NS) and North American Van Lmes,
Inc. (NAVL), jointly filed an advance
notice of intent to file with the Interstate
Commerce Commission, on or about
August 1.1934. a joint application under
49 U.S.C. 11343 etseq seeking approval
of the acquisition by NS of control of
NAVL through stock ownership.

NS, a noncamer holding company,
controls the Norfol: and Western
Railway Company and the Southern
Railway Company, class I rail carriers.
NAVL is a motor carrier of household
goods and general freight operating
nationwide and throughout Canada.
NAVL has a number of subsidiaries,
including motor carrers, a freight
forwarder and a broker licensed by the
Commission. It is a wholly-owned
subsidiary of PepsiCo. Inc., a diversified
noncamer holding company.

NS and NAVL state that calendar
year 1982 data, on an industry-vnide
basis, will be used for any impact
analysis or other studies that may be
submitted. Data for 1933 for NS and
NAVL will be submitted vhere
appropriate.

lhs Commission's regulations do not
specifically apply to raillmotor
consolidation applications. However,
our railroad consolidation regulations
provide suitable procedures for the
consideration of the forthcoming
application. Those regulations, sublect
to appropriate modifications, shall apply
to tlus proceeding.

We find that the proposed acquisition
is of regional and national significance
and represents a major market
extension by NS. Therefore, the
application will be filed under the
requirements of 49 CFR Part 1169
relating to significant transactions.
subject to such modifications as may be
ordered by the Commission inresponse
to appropriate requests or on our
motion. An order asking for additional
information on specific issues may be
issued subsequent to the publication of
this notice. A procedural schedule will
be issued after the application is filed.

...... -- m. _ m
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By the Commission, Chairman Taylor, Vice
Chairman Andre, Commissioners Sterrett and
Cradison.

Dated: June 20, 1984
James H. Bayne,
Secretary.
IFR Doc. 84-16,10 Filed 6-21--4: 1125 am]
BiLLING CODE 7035-01-M

DEPARTMENT OF LABOR

Employment and Training
Administration

Determinations Regarding Eligibility to
Apply for Worker Adjustment
Assistance

In accordance with section 223 of the
Trade Act of 1974 (19 U.S.C. 2273) the
Department of Labor herein presents
summaries of determinations regarding
eligibility to apply for adjustment
assistance issued during the period June
11, 1984-June 15, 1984.

In order for an affirmative
determination to be made and a
certification of eligibility to apply for
adjustment assistance to be issued, each
of the group eligibility requirements of
section 222 of the Act must be met.

(1) That a significant number or
proportion of the workers in the
workers' firm, or an appropriate
subdivision thereof, have become totally
or partially separated,

(2) That sales or production, or both,
of the firm or subdivision have
decreased absolutely, and

(3) That increases of imports of
articles like or directly competitive with
articles produced by the firm or
appropriate subdivision have
contributed importantly to the
separations, or threat thereof, and to the
absolute decline in sales or production.

Negative Determinations

In each of the following cases the
investigation revealed that criterion (3)
has not been met. A survey of customers
indicated that increased imports did not
contribute importantly to worker
separations at the firm.
TA-W-15,090; Stromberg-Carlson Corp.,

Lake Mary, FL
TA-W-15237" Lovingston

Manufacturing Co., Lovmgston, VA
In the following case the investigation

revealed that criterion (3) has not been
met. Increased imports did not
contribute importantly to workers
separations at the firm.
TA-W-15,264; Diamond Power

Specialty Co., Lancaster, OH
In the following cases the

investigation revealed that criterion (3)

has not been met for the reasons
specified.
TA-W-15,225; Anaconda Minerals Co.,

Butte Operations, Butte, MT
Aggregate U.S. imports of copper

concentrate did not increase as required
for certification.
TA-W-15,218; Griffith-Hope Co., West

Allis, WI
Aggregate'U.S. imports of steel

dispensers are negligible.
TA-W-15,282; Reilly Plating Co., Inc.,

Nanticoke, PA
The workers' firm does not produce

an article as required for certification
under section 222 of the Trade Act of
1974.

Affirmative Determination
TA-W-15,201; Felmont Oil Corp., Olean,

NY
A certification was issued covering all

workers separated on or after January
24,1983 and before June 30,1983.

T hereby certify that the
aforementioned determinations were
issued during the period June 11, 1984-
June 15, 1984. Copies of these
determinations are available for
inspection in Room 9120, U.S.
Department of Labor, 601 D Street, NW.,
Washington, D.C. 20210 during normal
business hours or will be mailed to
persons who write to the above address.

Dated: June 19,1984.
Marvin M. Fooks,
Director, Office of Trade Adjustment
Assistance.
[FR Dc. 84-16733 Filed 6-21-84: 8:45 am]

BILLING CODE 4510-30-M

Office of Federal Contract Compliance
Programs, Reinstatement of Harry
Myhre, Inc.
AGENCY: Office of Federal Contract
Compliance Programs, Labor.
ACTION: Notice of reinstatement, Harry
Myhre, Inc.

SUMMARY: This notice advises that
Harry Myhre, Inc. has been reinstated
as an eligible bidder on Federal and
federally assisted contracts and
subcontracts.
FOR FURTHER INFORMATION CONTACT.
H. Jack Bluestein, Director, Division of
Program Operations, U.S. Department of
Labor, 200 Constitution Avenue NW.,
Room N-3416, Washington, D.C. 20210
(202-523-9463).
SUPPLEMENTARY INFORMATION: Harry
Myhre, Inc., Harrisburg, Pennsylvania,
is, as of this date, reinstated as an
eligible bidder on Federal contracts and
federally assisted subcontracts. A copy

of the consent decree, approved by
Administrative Law Judge Thomas,
which commits the company to specific
affirmative action steps and reporting
requirements follows.

Signed June 12,1984, Washington, D.C.
Susan R. Meisinger,
Acting Director.

United States Department of Labor,
Office of Admnistrative Law Judges

[No. 84-OFC-191

Consent Decree

In the matter of Harry Myhre, Inc.,
respondent.

On March 27 1974, Harry Myhro, Inc.,
its principal officers, directors, direct or
beneficial owners and its purchasers,
successors, assignees and/or transferees
("Respondent"), was debarred from
Federal contracts, subcontracts or
extensions or other modifications of
existing contracts funded in whole or In
part by any agency or instrumentality of
the United States. This debarment was
based upon an October 12, 1973, ruling
by the Reviewing Authority for Civil
Rights, U.S. Department of Health,
Education, and Welfare ("HEW"). The
HEW Reviewing Authority found that
Respondent failed to comply with
Executive Order 11246, as amended (30
FR 12319; 32 FR 14303), and the
implementing regulations at 41 CFR
Chapter 60, especially with regard to
Respondent's failure to make good faith
efforts to meet its minority goals, and It
ordered Respondent's debarment, Since
the October 12,1973, ruling by HEW,
Executive Order 11240 has been
amended by Executive Order 12080 (43
FR 49240), which consolidated all the
functions, previously assigned to various
compliance agencies for enforcement of
Executive Order 11246, into the Office of
Federal Contract Compliance Programs
("OFCCP"), U.S. Department of Labor
("DOL"). This Consent Decree between
OFCCP and Respondent resolves all
outstanding issues between the parties.

The parties to this Decree hereby
waive any further procedural steps
provided in 41 CFR Part 60-30 for a Final
Administrative Order, and provided In 5
U.S.C. 701 et seq., for judicial review.
Furthermore, the parties to this Decree
hereby waive any right to challenge or
contest the validity of this Consent
Decree.

I. Jurisdiction

The Administrative Law Judge
(hereinafter this "Court") has
jurisdiction pursuant to sections 200,
209, 301 and 302 of Executive Order
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11246; 41 CFR Part 60-1.26 and 41 CFR
Part 60-30.

U. Applicability of Decree

This Consent Decree is applicable to
and binding upon Harry Myhre, Inc., and
all affiliates, purchasres, successors,
transferees, and/or assignees of
Respondent during the period the
Consent Decree is in effect.

This Consent Decree shall be
applicable to the Respondent's covered
Federal and federally assisted
constructioh projects as well as covered
non-Federal and non-federally assisted
construction projects.

I. Pledge of Compliance With
Executive Order 11246

Nothing in this Consent Decree shall
be construed to limit or reduce
Respondent's obligation to comply fully
with Executive Order 11246, as
amended, and the implementing
regulations.

IV. Goals for Minority-Employment

Respondent agrees to make a good
faith effort to achieve a minority
utilization goal of 6.2 percent in its
aggregate workforce in the Harrisburg,
Pennsylvania, area. The goal represents
the percentage of the total hours of
employment to be worked by minorities
in each trade or craft in the workforce.
For construction work outside of the
Harrisburg, Pennsylvania, area,
Respondent agrees to make a good faith
effort to achieve the applicable goal(s)
for minorities established pursuant to 41
CFR 60-4.6.

V. Affirmative Action

Respondent agrees to implement the
affirmative action standards required by
the specifications set forth in 41 CFR 60-
4.3(a)(7)(a)-p), and agrees in particular
to undertake the following:

A. Witlun thirty (30) days of the entry
of this Consent Decree, Respondent
shall write to the labor organizations
with which it maintains a collective
bargaining agreement and inform them
of:.

1. The Respondent's commitments
under the Executive Order, as required
by section 203(a) of the Order;,

2. The existence of this Consent
Decree;

(3) The Respondent's intent to hire
minority workers and to make a good
faith effort to achieve the applicable
minority utilization goals; and

4. The Respondent's obligation to
recruit minority workers from other
sources if the union is unable to refer
minority employees in sufficient
numbers to allow the Respondent to
meet its goals.

B. Immediately upon learning of the
occurrence of any job vacancy due to
expansion of the work force, the
voluntary or involuntary separation of
any of its incumbent emloyees, etc.,
Respondent shall first seek new or
replacement employees through the duly
authorized labor organizations with
wbich it maintains a collective
bargaining agreement so providing.
Respondent will provide advance notice
to these organizations to mammize each
Union's opportunity to supply minority
employees.

C. Within thirty (30) days of the entry
of this Consent Decree, Respondent
shall compile a list of minority
recruitment sources, including local
minority community organizations, local
chapters of regional or national minority
omanizations, and local personnel
agencies or employment referral
agencies specializing in job placement of
minority members.

D. Within thirty (30) days of the entry
of this Consent Decree, Respondent
shall write to each recruitment source
on the list compiled pursuant to
Paragraph C, above, and mform the
orgamzation of:

1. The existence of this Consent
Decree;

2. The Respondent's intent to hire
minority workers;

3. The Respondent's desire to receive
the names, addresses, and telephone
numbers of minority members interested
in employment with it, for the purpose of
hiring such individual or referring their
names to appropriate unions.

E. Respondent shall notify the
minority recruitment sources on the list
compiled pursuant to Paragraph C,
above, when it or its umon(s) have
employment opportunities available,
and Respondent shall maintain records
documenting these contracts and each
organization's response.

F.1. The Respondent shall maintain a
file of the names, addresses and
telephone numbers of each minority off-
the-street applicant and each minority
referral from a union, recruitment source
and community organization and shall
record the action taken with respect to
each such applicant or referred
individual. If such applicant or
individual is sent to the urnon hrmng hall
for referral and is not referred back by
the union or, if referred, is not employed
by Respondent, tis shall be
documented in the file with the reasons
therefor, along with whatever actions
Respondent undertakes.

2. If Respondent cannot immediately
hire the applicant or referral, it shall
inform the person of its hiring
procedures, that it will keep the person's
name for six (6) months for

consideration for future openings and
shall iform the person whether it
anticipates a need for employees within
that time.

G. The Respondent shall provide
imediate ,ritten notification to the
Office of Federal Contract Compliance
Programs when the umon(s) with which
Respondent has a collective bargaining
agreement has (have) not referred back
to Respondent a minority person sent by
Respondent, or when Respondent has
other information that the union referral
process has impeded Respondent's
efforts to meet its affirmative action
obligations.

H. Respondent ill encourage present
minority employees to recruit other
minority persons, and where reasonable,
provide after-school, summer and
vacation employment to minority youth
both on job sites and in other areas of
Respondent's work force.

L As part of its efforts to locate
qualified minority employees from
sources other than labor unions,
Respondent shall advertise its need for
employees in newspapers or in
publications with minority circulation.

J. If Respondent has sufficient
opportunities, it shall develop on-the-job
training for minority workers and/or
participate in training programs for the
area in which Respondent's work is
being performed which e.'pressly
include minorities. This shall include
upgrading programs, and apprenticeship
trainee programs relevant to
Respondent's employment needs,
especially those programs funded by the
Department of Labor.

VI. Records

Respondent shall maintain all records
required by the specifications set forth
in 41 CFR 60-4.3(a](7)a}-(p); all records
necessary to document its compliance
with those specifications and all records
identified in Paragraphs V C, E and F,
above. The Company shall also
maintain records containing:

1. The name, address, telephone
number, race, trade, experience or other
qualifications in such trade, date of
referral or application and referring
entity for each of the follovng:

a. Each person applying for
employment with Respondent;

b. Each person referred to Respondent
by any entity mentioned in Paragraph V.
C or by any other organization or
individual;

c. Each person referred by
Respondent to any union;

d. Each person referred by any union
to Respondent for employment; and

e. Each employee of Respondent.
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2: The reasons any applicant or
referral was not hired;

3. The date of' each hiring or
termination of employment by
Respondent of any employee, the name,
race, address and telephone numberof
such employee,.and the circumstances
surrounding such action;

4. A description, and all available
documentation, including, but not
necessarily limited to, copies of letters,
notes of telephone conversations and
minutes of meetings, of affirmative
action measures taken by Respondent,
whether or not such measures are
specifically required by this Consent
Decree;

5. Copies of all correspondence sent
by Respondent to, or received by
Respondent from, any entity mentioned
in Paragraphs V C and D;

6. Copies of all correspondence sent
by Respondentto, or received by
Respondent from, any union, which is
relevant to this Consent Decree.

VII. Compliance Reports

jA. Respondent shall prepare and
submit monthly a copy of form cc-257
(or any successor form) on all its
construction work to the appropriate
OFCCP office with jurisdiction for the
particular geographic area in which the
work is'being performed.

B. Respondent shall submit
compliance reports to the Director of
OFCCP once every six months following
the'date of entry of this Consent Decree
to demonstrate its compliance with this
Consent Decree. Each compliance report
shall, at a minimum, contain the
following information:

1. A list of: (a) All current Federal
construction contracts or subcontracts;
(b) all current Federally assisted
construction contracts or subcontracts;
(c] all other current construction
contracts or subcontracts; {d)
construction contracts awarded.or
which Respondent anticipates receiving
within the next reporting period.

2. By trade and minority group
participation any change in its
workforce during the reporting period
(i.e., hirmgs, terminations, layoffs) and
any anticipated changes in its workforce
within the next reporting period;

3. All records described in paragraph
VI. relevant to the preceding reporting
period.

VIII. Implementation and Enforcement

A. This Court hereby retains
jurisdiction of this case for the purpose
of issuing any additional orders or
decrees neededto effectuate Executive
Order 11246, as amended, or to-clarify
the implementation of this Consent
Decree. If an application or motion for

an order indicates, by signature of
counsel, that it is -unopposed by
Respondent and the United States
Department'of Labor, the applicationor
motion may be.presented to the Court
without-hearing, and the proposed order
may be implemented immediately.

B. This Consent Decree shall remain
in effect for a period of two years from
the date of its entry.

At any lime after.the -expiration of
two years from the entry of this Consent
Decree, the'Respondent maynove for
its modification or dissolution, upon 60
days priornotice to counsel for OFCCP
and upon a showing of compliance with
the terms and oonditions of this Consent
Decree.

C. If, at any time during the operation
of this Consent Decree, OFCCP believes
that Respondent has violated arly
portion of-this Consent Decree,
Respondeuitshall-be promptly notified of
the fact in writing. This notification shall
include a statement of the facts and
circumstances relied upon in forming
that belief. In addition, the notification
shall provide.Respondent with 15 days
to respond m writing except where
delay would result in irreparable injury.
It is understood that a hearing on
whether this Consent Decree has been
violated can be initiated any time after
the 15-day period has elapsed (or sooner
if irreparable injury is shown) upon
filing with the Court the written
notification sent to Respondent,
accompanied by a-Motion for Sanctions.

D. A motion byOFCCP claiming a
default under this Consent Decree: (1)
Shall state briefly and concisely the
facts providing the basis for the claim of
violation; and (2) shall request the entry
or an order for appropriate relief and/or
sanctions. Theprocedures applicable to
the resolution of such a motion are set
forth at 41.CFR Part 60-30. However, the
issues in a hearing on the motion shall
be solely issues of the factual claims
made by'the motion and Respondent's
good faith efforts to comply with this
Consent Decree.
IX. Non-Limitation of Decree

Nothing provided in this Decree shall
be construed as a limitation upon the
application of state or local affirmative
action or-equal employment opportunity
requirements.

X. Reinstatement as anEligible
Contractor

Wherefore, based on the foregoing
agreements and representations, Harry
Myhre, Inc., may be and hereby is
reinstated asan eligible bidder on
Federal andFederally assisted
construction contracts and subcontracts
effective on the date of entry of this

Consent Decree. Thus, HarryMyhre,
Inc., can receive any such contracts bid
upon, on or after this date. The Director
of OFCCP shall communicate this fact to
contracting agencies and to the
Comptroller General of the United
States.

Signed and entered this 2nd day of May,
1984.
E. E. Thomas,
AdminstrativeLaw Judge, U.S. Departnnit of
Labor.

Approved as to form and substance: On
behalf of the Office of Federal Contract
Compliance Programs, U.S. Department of
Labor
Heidi D. Miller,
U.S. Department of Labor, 200 Constitution
Avznue NW, Washington, D.C. 20210,
Attorney for OFCCP

On'behalf of Harry Myhre, Inc.
H. Kenneth Myhre,
President.

Service Sheet
Case'Name: Harry Myhre, Inc.,
Case No.. 84-OFC-19
Title of Document: Consent Decree

I certify that a copy of the foregoing
document was sent to the following on
May 2,1984.
Vincent T. Hanlon,
Legal Clerk.
James D. Henry
Associate Solicitor
Civil Rights Division
Office of the Solicitor
Room N-2464
200 Constitution Avenue., NW
Washington, D.C. 20210
Marshall H. Hams
Regional Solicitor
Office of the Solicitor
3535 Market Street
Philadelphia, Pa. 19104
Bruce F. Brantton, Esq.,
Connelly, Martsolf and Reid
108-112 Walnut Street
P.O. Box 963
Harrisburg, Pa. 17108
[FR Doc.84-1644 Filed 0-21-Ci; B4 anu]
BILLING CODE 4510-27-M

Occupational Safety and Health

Administration

[V-84-21

Grant of Temporary Variance;
ASARCO, Inc.

AGENCY: Occupational Safety and
Health Adminstration,labor.
ACTION:,Grant of temporary variance.

SUMMARY: This notice announces the
grant-of temporary variance to
ASARCO, Incorporated from the

.I
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standards prescribed in 29 CFR
1910.1025(k(1(i(D), Medical Removal
Protection, of the Standard for
Occupational Exposure to Lead. The
variance temporarily relieves ASARCO,
Inc. of the requirement to comply with
the removal trigger for medical removal
protection. However, as conditions of
the granted relief, ASARCO, Inc. must
comply with the 60/40 removal and
return triggers and all other provisions
of the lead standard and must satisfy
the conditions and requirements of the
variance order. The grant of this relief
applies to all employees in the lead-
exposed workforce.
DATES: The effective date of the grant of
temporary variance is June 15,1984. The
expiration date of the grant of
temporary variance is February 1.1935.
FOR FURTHER INFORMATION CONTACT:.
Mr. James J. Concannon, Director, Office
of Variance Determination, U.S.
Department of Labor-OSHA, 200
Constitution Avenue NW., Room N3656,
Washington, D.C. 20210, Telephone:
(202) 523-7193.

All pertinent information, including
the original application and relevant
data, may be reviewed at the Office of
Variance Determination m Washington,
D.C. or the following Regional and Area
Offices:
U.S. Department of Labor-OSHA, 555

Griffin Square Building, Room 602.
Dallas, Texas 75202

U.S. Department of Labor-OSHA,
Federal Building, Room 421, 1205
Texas Avenue, Lubbock, Texas 79401

U.S. Department of Labor-OSHA, 911
Walnut Street, Room 406, Kansas City,
Missouri 64106

U.S. Department of Labor-OSHA,
Overland-Wolf Building, Room 100,
6910 Pacific Street, Omaha, Nebraska
68106

U.S. Department of Labor-OSHA, 4300
Goodfellow Boulevard, Building 105E,
St. Lois, Missouri 63120

U.S. Department of Labor-OSHA,
Federal Building, Room 1554, 1961
Stout Street, Denver, Colorado 80294

U.S. Department of Labor-OSHA,
Petroleum Building, Suite 210, 28121st
Avenue North, Billings, Montana
59101.

I. Background

In February of 1933, ASARCO,
Incorporated, 120 Broadway, New York,
New York 10271, made application
pursuant to section 6(b](6)(A] of the
Occupational Safety and Health Act of
1970 (84 Stat. 1596; 29 U.S.C. 655) and 29
CFR 1905.10 for a temporary variance
from 29 CFR 1910.1025 (k)(1)(i)(C),
(k)(1)(i)(D), and (k)(1)(iii](A)(3) of the
medical removal protection (MRP)

provisions of the lead standard. The
applicant also requested an interim
order pending a decision on the variance
application. An interim order was
initially granted by letter, effective May
17,1933. The notice of application for
temporary variance and grant of interim
order was published on July 15,1933 [48
FR 32413-15; July 15,1933). Although
comments were solicited, none were
received.

The provisions from which relief is
requested state respectively:

The employer shall remove an
employee from work having an e.posure
to lead at or above the action level on
each occasion that a periodic and a
follow-up blood sampling test indicate
that the employee's blood-lead level is
at or above 60,ug/100g of whole blood;

The employer shall remove an
employee from work having an e:posure
to lead at or above the action level on
each occasion that the average of the
last three blood sampling tests for the
average of all blood sampling tests
conducted over the previous six (6)
months, whchever is longer) indicates
that the employee's blood-lead level is
at or above 50 Ig/100g of whole blood;
provided, however, that an employee
need not be removed if the last blood
sampling test indicates a blood lead
level at or below 40 p/11003, of whole
blood;

The employer shall return an
employee to his or her former job status
when two consecutive blood sampling
tests indicate that the employee's blood-
lead level is at or below 40 jg/109, of
whole blood.

The purpose of these provisions is to
provide protection from excessive lead
exposure for employees with
substantially elevated blood-lead levels.
The addresses of the places of
employment affected by the application
are as follows:
ASARCO, Incorporated, Post Office Box

7 Glover, Missouri 63648
ASARCO, Incorporated, Post Office Box

G, East Helena, Montana 59535
ASARCO, Incorporated, Fifth and Doyle

Streets, Omaha, Nebraska 8102
ASARCO, Incorporated, Post Office Box

1111, El Paso, Texas 7940.
By letter of March 21,1983, the

applicant reqtiested that the original
application be amended. In addition,
with the concurrence of the United
Steelworkers of America, representing
bargaining unit employees in the plants
under agreement. ASARCO suggested
that the concerned parties (ASARCO,
the Steelworkers, and OSHA)
participate in a tripartite cooperative
assessment of each facility for the
purpose of developing engineering

compliance plans for these four
facilities.

The terms of the relief proposed by
ASARCO, include: (1) That employees
be removed and returned at 60 jg/10ig
and 50 gii100g, respectively, m lieu of
the requirements contained in
§§ 1910.1025 (k)(1]i][D] and
(k)(1}{iii](A){3) of the lead standard; (21
that the relief be extended to all
employees in the lead-exposed
workforce; (3) that employees on
medical removal protection be removed
initially to areas where lead exposure is
below 50 ,g/m

3 of air, rather than below
the action level; and (4) that any
employees removed to areas with air
leads less than 50 //m 3 be allowed to
worh for six months, whereupon, if the
employee's blood lead level had not
declined to 50 ig/1o0, that employee
would then be removed to an area
where lead exposure is below 30 Ji/1m1

ASARCO further proposed that this six-
month limit on the placement of a
removed employee in a 30--59 "g/m3
exposure area would be jointly
evaluated by ASARCO and the
Steelworkers on or about November 1,
1983 on the basis of the observed rate of
blood lead decline of removed
employees. The six-month limit would
continue in effect if it was deterinned
that the blood lead levels of a
substantial majority of the removed
employees had declined to 50 jg /10%g
within six months of removal. If,
howev er, they had not, ASARCO and
the Steelworhers would reevaluate this
provision and submit an application to
modify the variance accordingly.

In support of plant-vnde relief, the
applicant stated that the percent of lead-
exposed employees subject to removal
under a 50 ±fg/IC0g triger for the four
plants in question would range between
10.4 percent and 18.6 percent. Almost all
jobs in ASARCO's primary lead
facilities, the applicant claimed, involve
a degree of skill, traimg, and
experience, and therefore the
widespread removals and transfers
necessary under the 50 JzgI10 g trigger
would severely unpair the safety and
efficiency of the plant. Lamitation of the
relief from the 50 g/lO0g removal
trigger to supervisory, skilled or
maintenance employees would,
therefore, pose difficult administrative
burdens and increase risks to other
employees.

The applicant, in requesting that
employees on removal be allowed to
work in areas with air leads less than 50
jug/m3 for a six-month period stated that
there are virtually no worh areas where
the ambient air leads are consistently
under the"30 otaIM3 "action level. The
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use of removal areas between 30 pg/m3 a

and 50 jig/m a will substantially increase
the-number of productive positions at
which removed workers couldbe
employed. Employees workiog in such
positions wouldhave the additional
benefit of full-shift respirator protection,
thus reducing their effective exposure
still further. As a further safeguard, the
agreement between the Steelworkers
and ASARCO contemplates that there
would be a six-month time limit on a
removed employee's placement in this
exposure range, said time limit being
subject to'subsequent review based on
the blood lead-decline actually
observed.

lUpon review of the data submitted by
ASARCO, OSHA decided to grant
interim orders temporarily relieving the
applicant from omplying with the 50
pg/100g removal trigger. Employees
would still be required to be removed at
60 , g/100g,in compliance with the
medical-removal protection provision of
29 CFR 1910.1025(k)(1)(i)(C), except that
employees would'be permitted to be
removed to areas where lead exposure
was less than 50 jg/n 3 of air. The
interim order was also made applicable
to all employees in the lead-exposed
workforce. The orderrequired
compliance with all other provisions of
the lead standard as well as with all
conditions of the-order. OSHA believed
that the inclusion in the order of
addiionalrequirements formedical
surveillance, imconjunction ith the
agreed upon tripartite process,
demonstrated all-parties' concern that
the health -of ASARCO's employees be
wellprotected.

Regarding the request for relief from
'the 40 jg/100g return trigger, recent data
submitted by ASARCO was msufficient
to justify relierUrom the trigger at that
'fime. In denying such relief, the Agency
believes'it is unlikely -that an
unreasonable burden-s being imposed
-on'the applicant.

However, :the need for relief from the
40 jg/O0g trigger was not considered a
closed issue. OSHA recognized that it
was dealing with an area of scientific
uncettaintyin which experience is
limited and predictive models-are
inexact. It was determined, therefore,
that if data showing the need for relieTl
was developed during the time the
interim order was in effect, the Agency
would take whatever action was
necessary.

The terms of the'intrim order-were as
follows:

'()rheermsDf the order applyto all
,employees in thelead-exposed
.workforce.

,12) As presently requiredby29 CFR
10.1025(jJ(2) of the lead standard,

employers shall perform blood-lead and
zinc protoporphyrin (ZPP) tests every
two months on each employee whose
last blood testindicated a blood-lead
level at or above 40/xg/iog and who is
exposed to lead above the-action level
of 30 pg/ma.

'(3) Employers shall remove and return
all employees with blood-lead levels at
or above 60/xg/100gin accordance with
the provisions of § § 1910.1025(k)(1)(i)(C)
and 1910.1025(k)(1)(iii](A)(3) of the lead
standard, except that removal may be to
areas wherelead exposure is below 50
ttg/m. For those employees who are
removed to areas -where lead exposure
is less j2henS0 0.gn/3 'but at or above
30pg/im- _ozr,_AARCOshall also:

(a).Require effective respiratory
protection to be worn at all times that
employees are in these areas and do an
immediate inspection and evaluation of
the employee's respirator usage;

(b) Transfer to an area where lend
conceritration is below 30/zg/m oT air
any employee whose blood-lead level
has not declined to or below 50 pg/100g
of whole blood within 6 months from the
date.of removal; and

r(c) Assure that any employee whose
blood-lead level has risen 5 AgiOg or
more above the previous test, ad any
einployee whose last testresult is 70 pg/
100g or greater, upon confirmation of the
result, be removed to an area where the
lead concentration is less that 30 tig/m
of air.

'(4) Any employee removed with a
-confirmed blood-lead test result of 70
jLg/ioog or-higher shall be-removed'to
an area where the concentration of lead
is less than 30 jig/m a of aw.
(5) For employees with'blood-lead

levels between 50-60 jx[0qg,:who need
'not be removed-under the terms of this
order, and who work injubs having lead
exposureat or above 30 jg/me the
employer shall:

,fa).Require that effectivexespiratory
protection be worn at all lines they are
mlthe job area;

(b) Do an immediate inspection-and
evaluation of the-employee's respirator
usage; -
(c) Do-an immediate inspection and

evaluation-of thedlead-relatedwvok
practices affecting the employee;

(d) Do mmnimmediate inspection and
evaluation of-tre'use and-availability of

.hygiene laciliies, and the-employee's
relevant -personal hygiene babjits;

,(e) Provide a.persoanal rnsultation
wth a licensed physicran every two
months; and

(f) Provide the comprehensive medical
exminnation required under paragraph
(j) ofthe lead standard by alicensed
physician every1three months.

(6) Forall employees required to-wear
rqspiratory protection under ther terms
of this order, ASARCO shall provide:

(a) Quantitative face fit tests at the
time of initial fitting and at least semi-
annually thereafter;
(b) An evaluation by a licensed

physician prior to the time of initial
fitting and at least annually thereafter
of:

f(i) A pulmonary function test which
includes FEV and FVC; and

(i) A physical examination.
(c) A posterior-anterior chest x-ray on

a 14x17 inch film, on a five-year time
interval.

(7) Based upon the inspections and
evaluations required in paragraphs 5 (b),
(c), and (d), the employer shall take all
reasonable and appropriate corrective
steps in these regards to reduce the
,employee's absorption of lead.
(8) After the various consultations,

evaluations, examinations and tests
required in paragraphs 5(e), 5(f), 0(b)
and 6(c), the physician shall make a
written determination as to whether the
employee has a detected medical
condition that places the employee at
increased risk of material impairment to
health from exposure to lead, or is
unable to wear a respirator. If the
employee is determined to have suoh a
,medical condition or to be unable to
wear a respirator, he or she shall be
removed from work areas where the
exposure to airborne lead is at or
greater-than 30iIg/m

(9) The employer shall agree to allow
OSHA to inspect its premises in
:connection with this variance
application and this interim order.

II.,Conclusions

OSHA's'analysis of the evidence
available after the interim order had
been in effect for more than six months
"(several one-month extensions were
necessary because of certain
extenuating circumstances), and after
the operationsin all four facilities had
been investigated (leading to the
development of engineering compliance
plans to determine the lowest air lead
levels that codld be achieved by
engineering controls), resulted in the
following conclusions:

1. Temporary:relieffrom the present
medical removal protection
requirements is warranted in all four
facilities.

,2. Relief for the entire'lead-exposed
-workforce is necessary.

.3. Without additional substantlating
evidence, relief from the 40 /g/100g
return trigger level does not appear
necessary.
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.I. Order.
it appears-from the application for

temporary variance and the supporting
data that ASARCO, Incorporated
qualifies for a variance under section
6(b)(6](A) of the Act.

Therefore, pursuant to the authority in
section 6(b)6)(A) of the Occupational
Safely and Health Act of 1970, in the
Secretary of Labor's Order No. 9-83 (48
FR 35736), and in 29 CFR Part 1905, it is
ordered that the four plants listed below
are authorized to comply with the
requirements of the order set forth
below, in lieu of complying with the
requirements of 29 CFR
1910.1025(k)(1][i](D]. All other
provisions of the lead standard are
unaffected by this order and therefore
must be complied with in conjunction
with the terms of this order.

Temporary variances are being issued
to the following ASARCO, Incorporated
primary lead smelting and refimng
plants:
ASARCO, Incorporated, Post Office Box

7 Glover, Missoun 63646
ASARCO, Incorporated, Fifth and Doyle

Streets, Omaha, Nebraska 68102
ASARCO, Incorporated, Post Office Box

G, East Helena, Montana 59635
ASARCO. Incorporated, Post Office

1111, El Paso. Texas 79940.
The terms of the order are as follows:
fi) The terms of the order apply to all

employees in the lead-exposed
workforce.

(2) As presently required by 29 CFR
1910.10250)(2) of the lead standard,
employers shall perform blood-lead and
zinc protoporphyrin {ZPP) tests every
two months on each employee whose
last blood.test indicated a blood-lead
level at or above 40 ig/100g and who is
exposed to lead above the action level
of 30 1ig/ms

(3) Employers shall remove and return
all employees with blood-lead levels at
or above 60 Lg/10g in accordance with
the provisions of §§ 1910.1025[k][9)(i)(C)
and 1910.1025(k)(1)(iii)(A)(3) of the lead
standard, except that removal may be to
areas where lead exposure is below 50
itg/n 3 For those employees who are
removed to areas where lead exposure
is less than 50 ttg/me but at or above 30
pg/me of air, ASARCO shall also:

(a) Require effective respiratory
protection to be worn at all times that
employees are in these areas and do an
munmediate inspection and evaluation of
the employee's respirator usage;

(b) Transfer to an area where lead
concentration is below 30 jIg/ms of air
any employee whose blood-lead level
has not declined to or below 50 jig/l01g
of whole blood within six months from
the date of removal; and

(c) Assure that any employee whose
blood-lead level has risen 5 po/109., or
more above the previous test, and any
employee whose last test result is 70 jig/
100g or greater, upon confirmation of the
result, be removed to an area vhere the
lead concentration is less that g0 pg/mS
of air.

(4] An employee removed vith a
confirmed blood-lead test result of 70
fi/bog or higher shall be removed to
an area where the concentration of lead
is less than 30 Sjg/m of air.

(5) For employees with blood-lead
levels between 50-O pg/1og, who need
not be removed under the terms of this
order, and rwho work in jobs having lead
exposure at or above 30 pg/me the
employer shall:

(a) Require that effective respiratory
protection be worn at all times they are
in the job area;

(b) Do an immediate mspection and
evaluation of the employee's respirator
usage;

(c) Do an immediate inspection and
evaluation of the lead-related work
practices affecting the employee;

(d) Do an nimediate inspection and
evaluation of the use and availability of
hygiene facilities, and the employee's
relevant personal hygiene habits;

(e) Do an immediate inspection and
evaluation of the existing engineering
controls to determine whether they are
maintained properly, to insure that such
controls do not have an adverse effect
upon the employee;

(f) Provide a personal consultation
with a licensed physician every two
months; and

(g) Provide the comprehensive
medical examination required under
paragraph (j) of the lead standard by a
licensed physician every three months.

(6) For all employees required to wear
respiratory protection under the terms of
this order, ASARCO shall provide:

(a) Quantitative face fit tests at the
time of initial fitting and at least semi-
annually thereafter

(b) An evaluation by a licensed
physician prior to the time of initial
fitting and at least annually thereafter
of:

(i) A pulmonary function test which
includes FEVi and FVC; and

(ii) A physical examination.
(c) A posterior-anterior chest x-ray on

a 14 x 17 inch film, on a five-year time
intervaL

(7) Based upon the inspections and
evaluations required in paragraphs 5 (b).
(c), (d), and (e), the employer shall take
all reasonable and appropriate
corrective steps in these regards to
reduce the employee's absorption of
lead. The employer shall submit to the
Office of Variance Determination a

written report documenting when and
where the evaluation took place, any
corrective actions that were necessary.
and the name and job classification of
the affected employee. This submission
shall be made vthin 45 days after the
effective date of this order.

(C) After the various consultations,
evaluations, examinations and tests.
required in paragraphs 5(f), 5(g), 6b)
and 6[c), the physician shall make a
written determination as to whether the
employee has a detected medical
condition that places the employee at
increased rsk of material impairment to
health from exposure to lead, or is
unable to wear a respirator. If the
employee is determined to have such a
medical condition or to be unable to
wear a respirator, he or she shall be
removed from work areas where the
exposure to airborne lead is at or
greater than 30 pglmi

(9) For the duration of the variance.
the employer shall submit every two
months to the Office of Variance
Determination, blood lead. ZPP and air
lead data as accumulated.

(10) The employer shall agree to allow
OSHA to inspect its premises in
connection with this variance order.

(11) The employer shall comply with
all other pro isions of the lead standard
which are unaffected by this order.

As soon as possible ASARCO,
Incorporated shall give notice to
affected employees of the terms of this
order by the same means required to be
used to inform them of the application
for temporary variance and interim
order.

Effective date: This order shall
become effective on June 15.1934, and
shall remain in effect until February 1,
1935. unless modified or revoked in
accordance wth section 6(b)[6](A) of
the Occupational Safety and Health Act
of 1970.

Signed at Washington. D.C. this 15th day of
June 1924.
Patrick P. Tyson.
Dczat yAsas i ant S=rary ofLabor.

eLIN3 COZ.T 4Z10-2-r-1

INTERNATIONAL BOUNDARY AND
WATER COMMISSION, UNITED
STATES AND MEXICO

National Environmental Policy Act
Finding of No Significant Impact

AGENCY. United States Section,
International Boundary and Water
Commission. United States and Mexico.
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ACTION: Notice of finding of no
significant impact.

SUMMARY: The United States Section,
International Boundary and Water
Commission has completed a Final
Environmental Asessment (FEA),
which describes and assesses past and
future construction of the U.S. part of
the Rio Grande Boundary Preservation
Project where the manner of
construction of the basic features was
not or will not be entirely consistent
with the proposal designated as the
preferred alternative in the December
1978 Final EIS (FEIS). The purpose of the
FEA was to determine whether to
prepare a supplemental EIS or a Finding
of No Significant Impact (FONSI), on
proposed modifications in construction
and on proposed mitigation measures.

Based on the attached FEA, the U.S.
Section has determined that the
proposed actions are not major Federal
actions that would significantly affect
the quality of the human environment
within the meaning of section 102(2)(C)
of the National Environmental Policy
Act of 1969, and that, therefore,
preparation of a supplemental
environmental impact statement is not
required. The proposed actions and
support for a Finding of No Significant
Impact follows:

Proposed Actions
1. To plant 9 acres of cottonwoods

and willows around the mitigation pond
sites to mitigate for the estimated 3,800
white-wing doves lost due to working in
the breeding season to carry out the
Treaty purpose of the Project.

2. To plant 1.8 acres of honey
mesquite on the fringe and 1.8 acres of
cottonwoods and willows at the
mitigation pond sites or other suitable
areas to mitigate for the loss of
approximately 5 acres of fringe
vegetation, largely salt cedar,
overcleared by contractor operations.

3. To provide wildlife snags, escape
cover and nesting devices, and prey-
base improvements to mitigate for
depositing excavation spoil on 38 acres
of high quality wildlife habitat instead
of on available selected areas of low
quality habitat within one-eighth mile of
the excavation site, and to mitigate for
the effects of delay in seeding.

4. No action on orientation of spoil
mounds is proposed. The alignment of
spoil mounds generally parallel to the
river rather than oblique as
contemplated in the preferred
alternative of the FEIS does not
adversely affect use of the mounds by
wildlife and secondary impacts are
highly speculative.

5. No action in respect of use of
draglines for channel excavation is
proposed. Draglines were used to
perform the channel work to fulfill the
Treaty'purpose of the Project to restore
the river channel, because the channel
was too wet to use bulldozers and
scrapers as contemplated m the FEIS.
Resultant impacts on wildlife due to use
of draglines are judged insignificant.

6. Proposed actions for future
construction include:

a. Spoil mound orientation will be
generally parallel to the river,

b. Channel excavation will be
performed by bulldozers and scrapers to
the extent practical, but if timely
restoration of the channel is needed to
comply with the 1970 Boundary Treaty,
and the channel has water in it, the
work will have to be performed by
draglines or other equipment; and

c. Future excavation spoils will be
deposited in areas of lower value
-wildlife habitat where such habitat is
available within one-eighth mile of the
excavation site, or where-such habitat is
available but not used mitigation
measures will be provided.
Environmental Effects of Completed
Segments of the Project

In addition to fulfilling the Treaty
purpose of restoring the Rio Grande as
the international boundary, the
completed segments of the Project have
improved wildlife conditions over those
that would have existed without the
Project. The prior existing deteriorated
channel in those segments was
completely plugged in reaches, causing
floodwaters to spread out over much of
the flood plain creating wide-spread
ponding. With no channel for the water
to.drain to, there was no outlet except
by evaporation and the waters become
increasingly saline" and laden with plant
toxins. There is evidence that even the
better soils that support thorny shrub,
the best remaining wildlife habitat, were
becoming saturated with salts as the
saline water moves upward through the
soils by capillary action. The result was
a die-off of thorny shrubs and an
encroachment of salt'cedar. The
extremely high salt levels combined
with other plant toxins would in time
kill all vegetation, including salt cedar.

With the restoration of the river
channel in the completed segments
restoring the natural drainage, those
adverse environmental effects have
been checked and the adverse trends
reversed toward improvement of the
environment in the area for wildlife and
man.

The completed segments of the Project
are also providing improved wildlife
benefits over those contemplated in the

FEIS, based on a reevaluation using the
same model and procedure used in the
FEIS. The model was developed by
biologists of the U.S. Fish and Wildlife
Service, Texas Parks and Wildlife
Department, and Arizona State
University, and endorsed by private
conservation associations. No
additional mitigation measures over
those proposed are needed to assure
beneficial ecological impacts in the
completed segments of the Project,
Environmental Effects of Future
Construction

In addition to the proposed actions
relating to the completed segments of
the Project, outlined hereinabove, for
future construction the U.S. Section will
orient spoil mounds generally parallel to
the river, will carry out construction
using draglines or other equipment if
necessary, will improve its practices
regarding site selection for spoil
placement, and will improve certain
other practices and procedures in the
performing of the construction work
remaining for completion of the Project,
as described in the FEA.

The proposed future actions in respect
to the future construction required for
completion of the U.S. part of the Project
will have no significant adverse
environmental effects,

On the basis of the foregoing, the U.S.
Section finds that the proposed actions
will have no significant impact and
therefore will not prepare a
supplemental environmental impact
statement. This finding will be
considered final July 13, 1984.
For Further Information

Contact Douglas Echlin, Biologist,
United States Section, International
Boundary and Water Commission,
United States and Mexico; 4110 Rio
Bravo; El Paso, Texas 79902. Telephone:
(915) 541-7313, FTS 572-7313.

Dated: June 13, 1984.
R.D. Echlin,
Biologist, Special Studies Branch.
G.R. Baumli,
PrincipalEngineer, Investigations & Plannig
Division.
I.F. Fnedkin,
Commissioner.
IFR Doc. 84-16731 Filed 6-Z1-.84, 8:45 am)
BILLING CODE 4710-03-M

NATIONAL SCIENCE FOUNDATION

Forms Submitted for OMB Review
In accordance with the Paperwork

Reduction Act of 1980 and OMB
Guidelines, the National Science
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Foundation is posting this notice of
information collection that will affect
the public.
Agency Clearance Officer: Herman G.

Fleming, (202) 357-9421
OMB Desk Qfficer. Carlos Tellez, (202)

395-7340
Title: Fellowship Application and Grant

Forms
Affected Public: Individuals
Number of Responses: 7,000

respondents; -total of 84,000 hours.
Abstract.1he National Science

Foundation A'ct, section 10, states that.
'The Foundation is authorized to award
scholarships for scientific study." These
applications provide information used to
identify some of the Nation's most
talented science personnel for award of
support for further study.

Dated: June 20,1984.
Herman G. Fleming,
Agency Clearance Officer.
[FR Doc. 84-16772 Filed 8-21-8. 8.45 am]

BILLNG CODE 7555-1-M

Ad Hoc Advisory Group on Continental
Drilling; Mleeting

In accordance with the Federal
Advisory Committee Act, as amended,
Pub. L 92-463, the National Science
Foundation announces the following
meeting:

Name: Ad Hoc Advisory Group on
Continental Drilling.

Date and Time: July 10 and 11, 1984; 9:00
a.m. to 5:00 p.m. each day.

Place: The National Science Foundation.
Room 540,1800 G Street NW.. Washington,
D.C. 2O550.

Type of Meeting- Open.
Contact Person: Dr. James Fred Hays,

Division Director, Earth Sciences, Room 602.
National Science Foundation, Washington.
D.C. 20550. Telephone: f202) 357-7958.

Summary Minutes: May be obtained from
the contact person listed above.

Purpose of Advisory Group: To advise the
Director. NSF. on the roles and relative
priorities of continental scientific drilling and
other proposed studies of the continental
lithosphere.

Agenda:
(1) Review and evaluate the NSF response

torecent NASNRC recommendations on
earth sciences. (2) Assess the appropriate
role andrelative priority for continental
scientific drilling within the context of other
research needs m the earth sciences. (3) In
the contextnf realistic budget alternatives.
define the terms under which NSF might
proceed with a program of continental
drilling.

Dated: June 19. 1984.
M. Rebecca Winkler,
Committee Management Coordinator.
[FR Dc. 84-16577 Filed 8-214- 8:45 am)
BILLING CODE 7555-01-M

NUCLEAR REGULATORY
COMMISSION

[Docket No. 50-313]

Arkansas Power & Light Co. (Arkansas
Nuclear One, Unit 1); Order Confirming
Licensee Commitments on Emergency
Response Capability

I
Arkansas Power and Light Company

(AP&L or the licensee) is the holder of
Facility Operating License No. DPR-51
which authorizes the operation of the
Arkansas Nuclear One, Unit 1 (the
facility) at steady-state power levels not
in excess of 2568 megawatts thermal.
The facility is a pressurized water
reactor (PWR) located at the licensee's
site in Pope County, Arkansas.

II

Follow-ng the accdcnt at Three Mile
Island Unit No. 2 {TMI-2) on March 28.
1979, the Nuclear Regulatory
Commission (NRC) staff developed a
number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection in the operation of
nuclear facilities and sinificant
upgrading of emergency response
capability based on the experience from
the accident at TMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
in NUREG-0737 "Clarification of TMI
Action Plan Requirements," and in
Supplement 1 to NUREG-0737.
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation.
addition of instrumentation, possible
control room design modifications, and
specific information to be submitted.

On December 17, 1982 a letter
(Generic Letter 82-33) was sent to all
licensees of operating reactors.
applicants for operating licenses, and
holders of construction permits
enclosing Supplement I to NUREG-0737
In this letter, operating reactor licensees
and holders of construction permits
were requested to furnish the following
information, pursuant to 10 CFR 50.-4(o.
no later than April 15,1983:

(1) A proposed schedule for
completing each of the basic
requirements for the items identified in
Supplement I to NUREG-0737 and

(2) A description of plans for phased
implementation and integration of

emergency response activities including
traintrig.

AP&L responded to Generic Letter 82-
33 by letter dated April 15, 1933. In this
submittal. APYL made commitirent to
complete the basic requirements. The
following Table summarzin AP&L's
schedular commitments or status was
developed by the NRC staff from the
Generic Letter and the information
provided bv AP&L.

APuL's commitments include (1] dates
for providing required submittals to the
NRC, (2).dates for providing schedules
for proiding required submittals to the
NRC. (3) dates for implementing certain
requirements. and (4) a schedule for
providing unplementation dates for
other requirements. These latter
implementation dates will be re.iewed.
negotiated and confirmed by a
subsequent order.

The NRC staff reviewed AP&L's April
15,1933 letter and entered mto
discussions with the licensee rzgarding
schedules formeting the requirements
of Supplement 1 to NUREG-0737. As a
result of these discussions, the NRC
staff finds that the dates are reasonable,
achievable dates for meeting the NRC
requirements. The NRC staff concludes
that the schedule proposed by the
licensee will provide timely upgrading of
the licensee's emergercy response
capability.

In view of the foregoing, I have
determined that the implementation of
AP&L's commitments is required in the
interest of the public health and safety
and should, therefore, be confirmed by
an immediately effective Order.

IV
Accordinglv. pursuant to Sections 103,

161i. 161o and 182 of the Atomic Energy
Act of 1934. as amended, and the
Commission's regulations in 10 CFR
Parts 2 and 50, it is hereby ordered,
effective immediately, that the licensee
shall:

Implement the specific items
described in this Order in the manner
described in AP&L's submittal noted in
Section III herein no later than the dates
in the Table.

Extensions of time for completing
these items may be granted by the
Director, Division of Licensing, for good
cause shown.

V

The licensee may request a heanng on
this Order withm 20 days of the date of
publication of tlus Order in the Federal
Register. Any request for a hearing
should be addressed to the Director.
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Office of Nuclear Reactor Regulation, Commission will issue an Order This Order is effective upon Issuance.U.S. Nuclear Regulatory Commission, designating the time and place of anyWashington, D.C. 20555. A copy should such hearing. of June 1984.also be sent to the Executive Legal If a hearing is held concerning this For the Nuclear Regulatory Commission,Director at the same address. A request Order, the issue to be considered at thefor hearing shall not stay the immediate hearing shall be whether the licensee Darrell G. Elsenhut,effectiveness of this Order. should comply with the requirements set Director, Division ofticensing, Office ofIf a hearing is to be held, the forth in Section IV of this Order. NuclearReactorRegulation.

LICENSEE'S COMMITMENITS ON SUPPLEMENT 1 To NUREG-0737

Tie Ruren ent enz.,eens complotion schedulo (or status)
1. Safety Parameter Display System (SPDS) la. Submit a safety analyss and an Implementation plan to June 29, 1984.'

the NRC.
lb. SPDS-futly operational and operatos traned Complete.s'2. Detailed Control Room Design Ro %w (DCRDR) - 2a Submit a program plan to the NRO - --.. Complete.
2b. Submit a summary report to the NRC includlng a proposed August 14, 1985.

schedule for mplamentaleon3. Regu!itory Guide 1.97-Appcaton to Emergency Re- 3a. Submit a report'to the NRC descnbng how the requ:re- June 29. 1984.spone Facitio3. ments of Supplement 1 to NUREG-0737 have been or wl
be met

3b. Implement (install'alon or upgrade) reqrements The Implementation scheduo %fl be provide In tho reprt
whVch vQ1 be submitted by June 29, 184.4. Upgrade Emergency Operating Procedures (EOPs).. 4a. Submit a Procedures Generation Package to the NRC.. Complete.

4b. Implement the upgraded EOPs.... Do.5. Emergency Response Facilties - - 5a. TechucaJ Support Center fully funcfional ...... . June 30, 1984C3
5b. Operational Support Center fully functional - . Complete.
5c. Emergency Operations Facility fu4y functional - . June 30, 1984.'

'Will Incorporate results of other Supplamnt 1 Initativres to detennne needs for SPDS upgrade.2 Operational wh n paramet ers.S w~~rthmn the TSC will be operationa l With e~s'n I p reesThe licensee has requested exemption from locating a backup EOF 10 to 20 miles from ANO m favor of using the Rusels'ille Local Olf.ce wh ch Is 7 mkile from ANO. Tho ac.ICt1-c l!;yof this request will be the subject of a separate licensing action.

[FR Dec. 84-16738 Filcd 6-21-84; 8:45 am]
BILLNG CODE 7590-01-M

[Docket No. 50-368]

Arkansas Power & Light Co. (Arkansas
Nuclear One, Unit 2); Order Confirming
Licensee Commitments on Emergency
Response Capability

I
Arkansas Power & Light Company

(the licensee) is the holder of Facility
Operating License No NPR-6 which
authorizes the operation of Arkansas
Nuclear One, Unit 2 (the facility) at
steady-state power levels not in excess
of 2815 megawatts thermal. The facility
is a pressurized water reactor (PWR)
located at the licensee's site m Pope
County, Arkansas.
II

Following the accident at Three Mile
Island Unit No. 2 (TMI-2) on March 28,
1979, the Nuclear Regulatory
Commission (NRC] staff developed a
number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection in the operation of
nuclear facilities and significant
upgrading of emergency response
capability based on the experience from

the accident at TMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
m NUREG-0737,."Clarification of TMI
Action Plan Requirements," and in
Supplement 1 to NUREG-0737
"Requirements for Emergency Response
Capability." Among these requriements
are a number of items consisting of
emergency response facility operability,
emergency procedure unplementation,
addition of instrumentation, possible
control room design modifications, and-
specific information to be submitted.

On December 17 1982, a letter
(Generic Letter 82-33) was sent to all
licensees of operating reactors,
applicants for operating licenses, and
holders of construction permits
enclosing Supplement 1 to NUREG-0737
In tlus letter operating reactor licensees
and holders of construction permits
were requested to furmsh the following
information, pursuant to 10 CFR 50.54(f),
no later than April 15, 1983:

(1) A proposed schedule for
completing each of the basic
requirements for the items identified in
Supplement I to NUREG-0737 and

(2) A description of plans for phased
implementation and integration of
emergency response activities including
training.

III

Arkansas Power & Light Company
(AP&L) responded to Generic Letter 82-
33 by letter dated April 15,1983. In this
submittal, AP&L made commitments to
complete the basic requirements. The
following Table summarizing AP&L's
schedular commitments or status was
developed by the NRC staff from the
Generic Letter and the information
provided by AP&L.

AP&L's commitments Include (1) dates
for providing required submittals to the
NRC, (2) dates for implementing certain
requirements, and (3) a schedule for
providing implementation dates for
other requirements. These latter
implementation dates will be reviewed,
negotiated and confirmed by a
subsequent order.

The-NRC staff reviewed AP&L's April
15, 1983 letter and entered into
discussions with the licensee-regarding
schedules for meeting the requirements
of Supplement I to NUREG-0737 As a
result of these discussions, the NRC
staff finds that the proposed dates are
reasonable, achievable dates for
meeting the Commission requirements,
The NRC staff concludes that the
schedule proposed by the licensee will
provide timely upgiading of the
licensee's emergency response
capability.
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In view of the foregoing, I have
determined that the implementation of
AP&L's commitments is required in the
interest of the public health and safety
and should, therefore, be confirmed by
an immediately effective Order,

IV

Accordingly, pursuant to sections 103,
161i, 161o and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commission's regulations in 10 CFR
Parts 2 and 50, it is hereby ordered,
effective immediately, that the licensees
shall:

Implement the specific items
described in this ORDER in the manner
described in AP&L's submittals noted in

Section III herein no later than the dates
in the Table.

Extensions of time for completing
these items may be granted by the
Director, Division of Licensing, for good
cause shown,

V

The licensee may request a hearing on
this Order within 20 days of the date of
publication of this Order in the Federal
Register. Any request for a hearing
should be addressed to the Directror,
Office of Nuclear Reactor Regulation,
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555. A copy should
also be sent to the Executive Iegal
Director at the same address. A request

for hearing shall not stay the immediate
effectiveness of this order.

If a hearing is to be held, the
Commission will issue an Order
designating the time and place of any
such hearing.

If a hearing is held concerning this,
Order, the issue to be considered at the
hearing shall be whether the licensee
should comply with the requirements set
forth in Section IV of this Order.

This Order is effective upon issuance.

Dated at Bethesda, Maryland, this 14th day
of June, 1984.

For the Nuclear Regulatory Commission.
Darrell G. Eisenhut,
Director, Division of Licensing, Office of
Nuclear Reactor Regulation.

LICENSEE'S COMMITMENTS ON SUPPLEMENT 1 TO NUREG-0737

Title Requirement Licensee's completion schedule (or status)

I Safety Parameter Display System (SPDS) ............ Ia. Submit a safety,,analysls and an implementation plan to April 15, 1984.
the NRC.

lb. SPDS fully operational and operators trained .......................... December 15, 1985
2. Detailed Control Room Design Review (DCRDR) ............... 2a. Submit a program plan to theNRC .............. Complete.

2b. Submit a summary report to the NRC Including a proposed May 5, 1986.
schedule for implementation.

3. Regulatory Guide 1.97-Application to Emergency Re- 3. Submit a report to the NRC describing how the require- April 15, 1984.
sponas Facilities. merts of Supplement I to NUREG-'0737 have been or will

be met..
3b. Implement (installation or upgrade) requirements .................... To be provided with the April 15, 1984, report

4- Upgrade Emergency Operating Procedures (EOPs) ...... 4a. Submit a Procedures Generation Package to the NRC .. Three months prior to the fourth refueling outage (estimated
to commence on Sept. 15, 1985).

4b. Implement the upgraded EOPs .................... ' During the fourth refueling outage (estimated to commence on
Sept. 15. 1985).

5 Emergency Response Facilities .................................... 5a Technical Support Center fully functional ................. June 30, 1984.1
5b. Operational Support Center fully functional ............................. Complete.
5c. Emergency Operations Facility fully functional ....................... June 30, 1984.'

SPDS within the TSC will be operational with existing parameters.
'The licensee has requested exemption from locating tre backup EOF 10 to 20 miles from ANO in favor of using the Russellville Local Office which Is 7 miles from ANO, The

acceptability of this request will be the subject of a separate licensing action.

IFR Doec. 84-16739 Filed 8-21-84: 8:45 am)
BILLING CODE 7590-01-M

(Docket Nos. 50-317 and 50-3181

Baltimore Gas and Electric Co. et aL
(Calvert Cliffs Nuclear Power Plant
Unit Nos. 1 and 2); Order Confirming
Licensee Commitments on Emergency
Response Capability

The Baltimore Gas and Electric
Company (BG&E) is the holder of
Facility Operating License Nos. DPR-53
and DPR-69 which authorizes the
operation of the Calvert Cliffs Nuclear
Power Plant, Unit No. 1 and 2, at steady-
state power levels not in excess of 2700
megawatts thermal. The facility
comprises two pressurized water
reactors located in-Calvert County,
Maryland.
1

Following the accident at Three Mile
Island Unit No. 2-(TMI-2) on March 28,
1979, the Nuclear Regulatory
Commission (NRC) staff developed a

number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection in the operation of
nuclear facilities and significant
upgrading of emergency response
capability based on the experience from
the accident at TMI-2 and the official
studies and Investigations of the
-accident. The requirements are set forth
in NUREG-0737, "Clarification of TMI
Action Plan Requirements," and in
Supplement I to NUREG-0737,
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation,-
addition of instrumentation, possible
control room design modifications, and
specific information to be submitted.

On December 17, 1982, a letter
(Generic Letter 82-33) was sent to all
licensees of operating reactors,
applicants for operating licenses, and
holders of construction permits
enclosing Supplement 1 to NUREG.-0737.
In this letter operating reactor licensees
and holders of construction permits
were requested to furnish the following
information, pursuant to 10'CFR 50.54(f),
no later than April 15, 1983:

(1) A proposed schedule for
completing each of the basic
requirements for the items identified in
Supplement 1 to NUREG-0737, and

(2) A description of plans for phased
implementation and integration of
emergeny response activities including
training.

III

BG&E responded to Generic Letter 82-
33 by letter dated April 15 1983. By
letter dated July 22, 1983, BG&E modified
several dates as a result of negotiations
with the NRC staff. In these submittals,
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BG&E made commitments to complete
the basic requirements. The following
Table summarizing BG&E's schedular
commitments or status was developed.
by the NRC staff from the Generic Letter
and the information provided by BG&E.

BG&E's commitments include (1] dates
for providing required submittals to the
NRC, (2) dates for implementing certain
requirements, and (3) a schedule for
providing implementation dates for
other requirements. These latter
implementation dates will be reviewed,
negotiated and confirmed by a
subsequent order.

The NRC staff reviewed BG&E's April
15, 1983 letter and entered into
negotiations with the licensee regarding
schedules for meeting the requirements
of Supplement 1 to NUREG-0737 As a
result of these negotiations, the licensee
modified certain dates by letters dated
July 22 and November 18, 1983. The NRC
staff finds that the modified dates are
reasonable, achievable dates for
meeting the Conmssion requirements.
The NRC staff concludes that the
schedule proposed by the licensee will
provide timely upgrading of the

licensee's emergency response,
capability.

In view of the foregoing, I have
determined that the implementation of
BG&E's commitments are required m the
interest of the public health and safety
and should, therefore, be confirmed by
an imnediately effective Order.

IV
Accordingly, pursuant to sections 103,

161i, 161o and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commission's regulations m 10 CFR
Parts 2 and 50, it is hereby ordered,
effective immediately, that the licensees
shall:

Implement the specific items
described in this order in the manner
described in BG&E's submittals noted in
Section m1 herein no later than the dates
in the table.

Extensions of time for completing
these items may be granted by the
Director, Division of Licensing, for good
cause shown.

V
BG&E may request a hearing on this

Order within 20 days of the date of

publication of this Order in the Federal
Register. Any request for a hearing
should be addressed to the Director,
Office of Nuclear Reactor Regulation,
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555. A copy should
also be sent to the Executive Legal
Director at the same address. A request
for hearing shall not stay the immediate
effectiveness of this order.

If a hearing is to be held, the
Commission will issue an Order
designating the time and place of any
such hearing.

If a hearing Is held concerning this
Order, the issue to be considered at the
hearing shall be whether the licensee
should comply with the requirements set
forth in Section IV of this Order.

This Order is effective upon issuance,
Dated at Bethesda, Maryland, this 14th day

of June 1984.
For the Nuclear Regulatory Commision.

Darrell G. Elsenhut,
Director, Division of Licensing Office of
NuclearReactor Regulatfon.

LICENSEE'S COMMITMENTS ON SUPPLEMEtn" 1 TO NUREG-0737

"Wte Requsement Ucemco's completion achedulo (or staluo)'

1. Safety Parameter Display System (SPDS) - - - Ia. Subrit a safety analyss and an implementaton plan to June 1, 1984.
the NRC.

lb. SPDS fully operational and operators traied.. - - October 1. 1988 for Unit 2.
October 1. 1987 for Unit 1.2. Detailed Control Room Dwsign Remew (DCRDR).. ... 2a. Submit a program plan to the NRC ............. Complete.

2b. Submit a summary report to the NRC including a proposed January 1, 1985.
schedule for umplementation.

3. Regulatory Guide 1.97-Application to Emergency Re- 3a. Submit a report to the NRC descrng how the requse. December 1, 1984.
rponso Facilities. ments of Supplement 1 to NUREG-0737 have been or wli

- b-amet
3b. Implement (inota!lation or upgrade) requvemerts- Provido schedule b7 December 1. 1934.4. UpgradeEmergoncy Operating Procedures (EPs).. 4a. Submit a Procedures Generation Package to tho NRC-- Complete.
4b, Imlemnent the ugraded EOPs. (Pro'ddaSchs c--a) . Do.

6. Emergency Respon.e Facdhlies 5a. Technical Support Center fully functional- ........... Do.
5b. Operatonar Support Center fully functional.. .. Do.
5c. Emergen-cy Operations Facy fu4 functional Do.

'ha dates spcci ied are for Units 1 and 2 unos othe r-1se stated.

[FR Dec. 84-16740 Fled 6-21-64; 8:45 am]
BILLING CODE 7590-01-K

[Docket Nos.STN 50-454 OL; STN 50-455
OL, ASLBP 79-411-04 OLl

Commonwealth Edison Co. Ct aL
(Byron Nuclear Power Station, Units I
and 2); Hearing

June 18,1934.
The Commonwealth Edison Company

has applied for a license to operate the
Byron Nuclear Power Station in Ogle
County, Illinois. On January 13,1984 the
Atomic Safety and Licensing Board
presiding over the hearing on the
application issued an Initial Decision
denying the application. On May 7 1984

the Atomic Safety and Licensing Appeal
Board, having considered the matter on.
appeal, directed the Lacensmg Board to
conduct further hearings in. the
proceeding. On May 30 and 31,1984 the
Licensing Board presided over a
prehearing conference among the parties
to discuss the issues to be considered
and the schedule for the reopened
hearing. On June 8, 1984 the Licensing
Board issued aL Memorandum and Order
specifying the issues to be considered
and directing that a public hearing on
the issues commence on July 16, 1984 at
2:00 p.m. at the Magistrate's Courtroom,
Federal Building, 211 South Court Street,
Rockford, Illinois 61101.

For the Atomic Safety and Licensing Board,
Dated at Bethesda, Maryland. June 18. 10

Ivan W. Smith,
Chairman, Admmistrative Lawludge
IFR Dec. 84-15743 Flied --1--548:5 aml

ILLth' CODE 780-01-M

[Docket No. 50-247]

Consolidated Edison Company of Now
York (Indian Point Nuclear Generating
Unit No. 2); Order Confirming Licensee
Commitments on Emergency
Response Capability
I

Consolidated Edison Company of
New York ( the licensee) is the holder of
Facility Operating License No. DPR--04

I
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which authorizes the operation of the
Indian Point Nuclear Generating Unit
No. 2 (the facility) at steady-state power
levels not in excess of 2758 megaw.-atts
thermal. The facility is a pressurized
water reactor (PWR) located in
Westchester-County, New York.

H
Following the accident at Three Mile

Island Unit No. 2 MTRM-2] on March 28,
1979, the Nuclear Regulatory
Commission (NRC] staff developed a
number of proposed requirements to be
unplemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection in the operation of
nuclear facilities and significant
upgrading of emergency response
capability based on the experience from
the accident at TMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
in NUREG-0737, "Clarification of TMI
Action Plan Requirements," and in
Supplement 1 to NUREG-0737,
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation.
addition of instrumentation, possible
control room design modifications, and
specific information to be submitted.

On December 17 1982, a letter
[Generic Letter 82-33] was sent to all
licensees of operating reactors,
applicants for operating licenses, and
holders of construction permits
enclosing Supplement I to NUREG-0737
In this letter operating reactor licensees
and holders of construction permits
were requested to furrush the followimg
information, pursuant to 10 CFR 50.54(f),
no later than April 15,1983:

(1] A proposed schedule for
completing each of the basic

requirements for the items identified in
Supplement 1 to NUREG-0737, and

(2) A description of plans for phased
implementation and integration of
emergency response activities includin3
traimng.

The licensee responded to Generic
Letter 82-33 by letter dated April 15,
1933, as supplemented August 31. 1933
and November 18,1933. In these
submittals, the licensee made
commitments to complete the basic
requirements. The following Table,
summarzig the licensee's schedular
commitments or status, was developed
by the NRC staff from the Generic Letter
and the information provided by the
licensee.

The licensee's commitments include
(1) dates for providing required
submittals to the NRCM, (2) dates for
implementing certain requirements, and
(3] a schedule for providing
unplemention dates for other
requirements. These latter
implementation dates will be reuiewed,
negotiated and confirmed by a
subsequent order.

The NRC staff reviewed the licensee's
April 15,1983 letter as supplemented by
letters dated August 31,1983, November
18,1983, February 14,1984 and March
12,1984 and entered into negotiations
regarding schedules for meeting the
requirements of Supplement 1 to
NUREG-0737. The NRC staff finds that
the dates are reasonble, achewable
dates for meeting the Comrmssion
requirements. The NRC staff concludes
that the schedule proposed by the
licensee will provide timely upgrading of
the licensee's emergency reoponse
capability.

In view of the foregoing, I have
determined that the unplementation of
the licensee's commitments is required
m the interest of the public health and
safety and should, therefore, be

confirmed by an immediately effective
Order.

IV
Accordingly. pursuant to sections 103.

161i, 161o and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commssion's regulations in 10 CFR
Parts 2 and 50, it is hereby ordered.
effective immediately, that the licensee
shall:

Implement the specific items
described in this order in the manner
described in the licensee's submittals
noted in Section III herein no later than
the dates in the Table.

Extensions of time for canMg-!Etn-
these items may be granted by 4-1e
Director, Division of Licensing, for goad
cause shown.

V
The licensee may request a hear.ng on

tis Order within 20 days of the date of
publication of this Order in the Federal
RegiiLcr. Any request for a hearing
should be addressed to the Director,
Office of Nuclear Reactor Regulation,
U.S. Nuclear Reulatory Commission.
Washington, DC. 20)335. A copy should
also be sent to the Executive Legal
Director at the same address. A request
for hearing shall not stay the immediate
effectiveness of this order.

If a hearing is to be held, the
Commission vill issue an Order
designating the time and place of any
such hearing.

If a hearing is held concerning tus
Order, the isue to be considered at the
hearng shall be vhether the licensee
should comp!y with the requirements set
forth in Section IV of this Order.

This Order is effective upon issuance.
Dated at Bethesda. Maryland. this lath day

of June 1 .
For the Nuclear R gulatory Conmission.

Darrli G. Eisenhut,
Diroztor. Divtswn ofsi cea,. OwLce of
X aclearReactorRegulation.

LUCENSEE'S COM.AM IENTS ON' SUPr.EMENT 1 TO HtUREG-0737

Tite Icii L=z i.'i c~~ 2-=Vto (it "-

1. Safety Parameter Dsp~ay System (SPDS) la. S bit 2 S --: Y anei .i a: c L" i t3 1. .S-'j AS .-- 9IE4.
nho NRC. 2ZLA-~~n~

lb. LSZS fLo'j o;=1:wi Zci L-Z2J C;cc . -! z c--- 1c c'r ZC

2. Detaed Control Room Demgn Reviaw (DCRDR) Za. S±tma a F3n pci to tho -,'zi R. , C .

Zb. Su. - a == =r,- : b to N>~ 7?L.~ a pcizci- L~~ wml =;tzzri r~' ._Ij I1S 4.

cz &.3fr VU!-_nntat:7
3. Regu!atory Gu~da 1.97--Appl.ction to Emergecccy Ro- 33 Subt a fL-gi, t3 t.o NE.C t--- tamrZ. &Z I:M

slponse Faci~tss. m=13 of z.c't3 tNF-EG-0737 t-v.-a bcr f
to mc?.

-b. rpw-_rn t zo Ci I~~: ccc2O-cc25
4. Upgrade Emergency Operating Procedres (EOPs) 4a. Sub.='t a PF:ro-±c G= 'z P.:,aes b to !! 11y 11,3k

4b. lm!.ncM-f th,3 u;rcd EM- Cc_1r 155.
5. Emergency Response FaoiME 53. Te Jn , r S ' .t Cc.-tz:r L1, j 

-  
C; =- -:=j

5b. Cpcmatcnai Su~pM Ccriter liLu _ !-.eal c2_1
5c- ErncT~ny Opcrv.t.:r Fn:iy fiL1~zlC.

ERPs vaS be reustd based on RG 1.97 (Decm-cr IS$5) cJc DCRDR mhctf.
[FR Doe. 84-16741 Filed 6--21-M &45 am]

BILUNG CODE 7590-1-M
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[Docket Nos. 50-369; 50-3701

Duke Power Co. et al. (McGulre
Nuclear Station Unit Nos. 1 and 2);
Order Confirming Licensee
Commitments on Emergency
Response Capability

I
Duke Power Company (Duke) is the

holder of Facility Operating License
Nos. NPF-9 and NPF-17 which authorize
the operation of the McGuire Nuclear
Station, Unit Nos. 1 and 2 (the facilities)
at steady-state power levels not in
excess of 3411 megawatts thermal. The
facilities are pressurized water reactors
(PWRs) located in Mecklenburg County,
North Carolina.
II

Following the accident at Three Mile
Island Unit No. 2 (TMI-2) on March 28,
1979, the Nuclear Regulatory
Commission (NRC) staff developed a
number of proposed requirements to be
implemented on operating reactorsand
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection in the operation of
nuclear facilities and significant
upgrading of emergency response
capability based on the experience from
the accident at TMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
in NUREG-,0737 "Clarification of TMI
Action Plan Requirements," and in
Suppelement I to NUREG-0737
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation,
addition of instrumentation, possible

control room design modifications, and
specific information to be submitted.

On December 17 1982, a letter
(Generic Letter 82-33) was sent to all
licensees of operating reactors,
applicants for operating licenses, and
holders of construction permits
enclosing Supplement 1 to NUREG-0737
In this letter operating reactor licensees
and holders of construction permits
were requested to furnish the following
information, pursuant to 10 CFR 50.54(f),
no later that April 15, 1983:

(1] A proposed schedule for
completing each of the basis
requirements for the items identified in
Supplement I to NUREG-0737 and

(2) A description of plans for phased
implementation and integration of
emergency response activities including
training.

III
Duke responded to Generic Letter 82-

33 by letter dated April 14, 1983,
including commitments to complete the
basic requirements. The following Table
summarizes Duke's schedular
commitments or current status.

Duke's commitments include (1) dates
for providing required submittals to the
NRC, and (2) dates for implementing
certain requirements.

The NRC staff reviewed Duke's April
14, 1983, letter and finds that the dates
are reasonable, achievable dates for
meeting the Commission requirements.
The NRC staff concludes that the
schedule proposed by the licensee will
provide timely upgrading on the
licensee's emergency response
capability.

In view of the foregoing, I have
determined that the implementation of
Duke's commitments are required in the
interest of the public health and safety
and should, therefore, be confirmed by
an immediately effective Order.

IV

Accordingly, pursuant to sections 103,
161i, 161o and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commission's regulations in 10 CFR
Parts 2 and 50, it is hereby ordered,
effective immediately, that the licensees
shall:

Implement the specific items
described in this Order in the manner
described in Duke's submittals noted in
Section III herein no later than the dates
in the Table.

Extensions of time for completing
these items may be granted by the
Director, Division of Licensing, for good
cause shown.

V

The licensee may request a hearing on
this order within 20 days of the date of
publication of this Order in the Federal
Register. Any request for a heanng
should be addressed to the Director,
Office of Nuclear Reactor Regulation,
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555. A copy should
be sent to the Executive Legal Director
at the same address. A request for
hearing shall not stay the immediate
effectiveness of this order.

If a hearing is to be held, the
Commission will issue an Order
designating the time and place of any
such hearing.

If a hearing is'held concerning this
Order, the issue to be considered at the
hearing shall be whether the licensee
should comply with the requirements set
forth in Section IV of this order. This
Order is effective upon issuance,

For the Nuclear Regulatory CommiSsion.
Dated at Bethesda, Maryland, this 16 day

of June 1984.
Darrell G. Eisenhut,
Director, Division of Licensing, Office of
Nuclear Reactorflegulation.

LICENSEE'S COMMITMENTS ON SUPPLEMENT 1 TO NUREG-0737
Title Requrement Ucensee's completion scheudle (or statu3)

1. Safety Parameter Display System (SPDS).......... . I. Submit a safety analyss and an Impmentaton plan to Complete.
the NRC.

lb. SPDS fully operatfonal and'operators tr d...... ............... Noernb 1984.2. Detaled Control Room Desgh Rewsw (DCRDR)....... . 2a. Submit a program plan to the NRC....................... Complete.
2b. Submit a summary report to the NRC Inleudmg a prcpossd Do.

schedule for Implementation.3. Regulatory Guide 1.97-ApplTcaon to Emergency Re- 3a. Submit a report to the NRC describing how the requse. Do.sponse Faciites. ments of Supplement 1 to NUREG-0737 have been or Y41l
be met.

3b. ImplemeM (installation or upgrade) rgquirern n a ------- Do.4jipgrade Emergency Operating Procedures (EOPs) ...... 4a. Subrmit a Procedures Generation Package to the NRC.. Do.
4b. Implement the upgraded EOPs-. November 1984.5. Emergency Response Facilities. . . 5e. Techncal Support Center fully functon . .. Complete.
5b. Operational Support Center fuly furctlonat . Do.
5c. Emergency Operations Facility fully fu mt .... 0o

[FR Doc. 84-10742 Filed 6-21-84; 845 am)
BILNG CODE 7590-01-M
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[Docket No. 50-334]

Duquesne Light Co. et al. (Beaver
Valley Power Station, Unit No. 1);
Order Confirming Licensee
Commitments on Emergency
Response Capability

I
Duquesne Light Company (the

licensee) is the holder of Facility
Operating License No. DPR-66 which
authorizes operation of the Beaver
Valley Power Station (the facility) at
steady-state power levels not in excess
of 2652 megawatts thermal. The facility
is a pressurized water reactor (PWVR)
located in Beaver County, Pennsylvania.

II

Following the accident at Three Mile
Island Unit No. 2 TMI-2) on March 28,
1979, the Nuclear Regulatory
Comnumssion (NRC) staff developed a
number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection in the operation of
nuclear facilities and significant
upgrading of emergency response
capability based on the experience from
the accident at TIMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
in NLUREG-0737 "Clarification of TMI
Action Plan Requirements," and in
Supplement 1 to NUREG-0737
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability.
emergency procedure unplementation,
addition of instrumentation, possible
control room design modifications, and
specific information to be submitted.

On December 17,1982, a letter
(Generic Letter 82-33) was sent to all

licensees of operating reactors.
applicants for operating licenses, and
holders of construction permits
enclosing Supplement 1 to NUREG-0737
In this letter operating reactor licensees
and holders of construction permits
were requested to furmish the following
information, pursuant to 10 CFR 50.54(f).
no later than April 15,1983:

(1) A proposed schedule fur
completing each of the basic
requirements for the items identified in
Supplement 1 to NUREG-0737. and

(2] A description of plans for phased
implementation and integration of
emergency response activities including
training.

Ill
Duquesne light Company (DLC)

responded to Generic Letter 82-33 by
letter dated April 15.1983. In a
subsequent meeting held with the NRC
staff on May 2. 1983, the licensee
provided clarification to the response,
and provided additional information in
letters dated July 25,1983 and May 30.
1984. The following Table summarizing
DLC's schedular commitments or status
was developed by the NRC stLff from
the Generic Letter and the information
provided by DLC.

DLC's commitments include (1) dates
for providing required submittals to the
NRC, (2 dates for implementing certain
requirements, and (3) a schedule for
providing implementation dates for
other requirements. These latter
implementation dates will be revised,
negotiated and confirmed by a
subsequent order.

The NRC staff finds that the modified
dates are reasonable, achievable dates
for meeting the Commission
requirements. The NRC staff concludes
that the schedule proposed by the
licensee VIll provide timely upgrading of
the licensee's emergency response
capability.

In view of the foregoing, I have
determined that the implementation of
the licensee's commitments is required

in the interest of the public health and
safety and should, therefore, be

,confirmed by an immediately effective
Order.

IV
Accordingly. pursuant to sections 103.

161i, 161o and 182 of the Atomic Energy
Act of 1934, as amended, and the
Commission regulations m 10 CFR Parts
2 and 50, it is hereby ordered, effective
immediately, that the licensee shall:

Implement the specific items
described i this Order m the manner
described in the licensee's submittals
noted in Section l1 harem no later than
the dates in the Table.

Etensions of time for completing
these items may be granted by the
Director, Division of licensing. for good
cause shown.

V

The licensee may requEst a he-ag on
this Order vithm 20 days of the date of
publication of this Order m the Federal
Register. Any request for a hearing
should be addressed to the Director,
Office of Nuclear Reactor Regulation.
U.S. Nuclear Regulatory Commission.
Washington, D.C. 20555. A copy should
also be sent to the Executive Legal
Direclor at the same address. A request
for hearing shall not stay the immediate
effectiveness of this order.

If a hearing i:; to be held, the
Commission will issue an Order
designating the time and place of any
such hearing.

If a hearng is held concerning this
Order, the issue to be considered at the
hearing shall be whether the licensee
should comply vith the requirements set
forth In Section IV of this Order.

This Order is effective upon issuance.
For the Nuclear Rgulatory Commyinon.
Dated at Bcthiczd, Maryland. this 12th day

of June 194.
Darrell G. EL-enut.
Drecto. Dkzsiw of Iceaizm. CTice of
XUtCC RCr zdto -,g Ulation.

BEAVER VALLEY UNIT 1.-LicisE's COr.t.=;.TS O,; SUFFL .u.Er 1 To N' uREG-0737

1. Seiy Parameisr D-pl.y System (SPOS)

2. De!:ld Control Room Dse=n Re,,vew (DCRDR)-

3. Re~fttory Gtu-dq 197--Ap;'-='- to E rrgeny Ro-
stonse troiies.

Re~t~t
I I

tma&,=1~n a r:':-y ,za g-.*. =1n L7=:,lt- 'clZ-en b
tho NMC

Ib SPOS fU,1 r- .d c;==-

Zb. Submt a eneuray np:4 to a MtPC Lnez. Z5 a p~z

3a. subnuI a rcpot ta 1tzs MD e~ tza tn3 wzc- Z
rr=:fts oi I :zn to ITRLES-07 .z t bz n cr V.Ci

L~c=z-n c::- ric±f a (cr s,.:)

W=ze th3 IV dezc--i andi ~~. rz

jizfj enrZC - c: 3.nzz±
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BEAVER VALLEY UtNIT 1.-LiCENSEE'S COMMITMENTS ON SUPPLEMENT 1 TO NUREG-0737-Continued

Tite Requement Lcensee'o complet;on ,choduo (or status)
4. Upgrado Emergency Operang Procedzwe (EOPs)..... 4a. Submit a Procedures Generation Package to te NRC.......t July 1, 1984.

4b. Implement the upgraded EOPs..... . Juy 1986.16. Emergency Response Fada.es 5a. Tech:ce Support Center fully functiona..--.... '... Febnry 1985.2
5b. Operational Support Center fuly funrtinal . Already functona.
Sc. Emergency Operations Facity fury fun ,on, . ..... F6bruary 1985.2

'Prior to restart after the 5th relue ng outage- date I3 only approximate.SPrior to restart after the 4th refueing outage; date is only approwmate.

IFR Doc. 84-16744 Filed 6-21-84; 8:45 am]
BILLING CODE 7590-01-M

[Docket No. 50-335]

Florida Power and Light Co. et al. (St.
Lucie Plant, Unit No. 1); Order
Confirming Licensee Committees on
Emergency Response Capability

I
Florida Power and Light Company

(FP&L) (the licensee) is the holder of
Facility Operating License No. DPR-67
which authorizes the operation of the St
Lucie Plant, Unit No. 1 (the facility) at
steady-state power levels not m excess
of 2700 megawatts thermal. The facility
is a pressurized water reactor (PWR)
located in St. Lucie County, Florida.
II

Following the accident at Three Mile
Island Unit No. 2 (TMI-2) on March 28,
1979, the Nuclear Regulatory
Commission (NRC) staff developed a
number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection m the operation of
nuclear facilities and significant
upgrading of emergency response
capability based on the experience from
the accident at TMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
in NUREG-0737 "Clarification of TMI
Action Plan Requirements," and in
Supplement 1 to NUREG-0737
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation,
addition of instrumentation, possible
control room design modifications, and
specific information to be submitted.

On December 17 1982, a letter
(Generic Letter 82-33) was sent to all

licensees of operating reactors,
applicants for operating licenses, and
holders of construction permits
enclosing Supplement 1 to NUREG-0737
In this letter operating reactor licensees
'and holders of construction permits
were requested to furush the following
information, pursuant to 10 CFR 50.54(f,
no later than April 15, 1983:

(1) A proposed schedule for
completing each of the basic
,requirements for the items identified in
Supplement 1 to NUREG-0737 and

(2) A description of plans for phased
implementation and integration of
emergency response activities including
training.

In

FP&L responded to Generic Letter 82-
33 by letter dated April 15, 1983. In this
submittal, FP&L made commitments to
complete the basic requirements. The
following Table, summanzing FP&L's
schedular commitments or status, was
developed by the NRC staff from the
Generic Letter and the information
provided by FP&L.

FP&L's commitments include (1) dates
for providing required submittals to the
NRC, (2) dates for implementing certain
requirements, and (3) a schedule for
providing implementation dates for
other requirements. These latter
implementation dates will be reviewed,
negotiated and confirmed by a
subsequent order.

The NRC staff has reviewed FP&L's
April 15, 1983 letter. As a result of this
review, the NRC staff finds that the
dates are reasonable and achievable for
meeting the Commission requirements.
The NRC staff concludes that the
schedule proposed by the licensee will
provide timely upgrading of the
licensee's emergency response
capability.

In view of the foregoing, I have
determined that the implementation of
FP&L's commitments are required in .the

interest of the public health and safety
and should, therefore, be confirmed by
an immediately effective Order.

IV

Accordingly, pursuant to section 103,
161i, 161o and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commission's regulations in 10 CFR
Parts 2 and 50, It is hereby ordered,
effective immediately, that the licensee
shall:

Implement the specific items
described in this Order in the manner
described in FP&L's submittal noted in
Section III herein no later than the dates
in the Table.

Extensions of time for Vomploting
these items may be granted by the
Director, Division of Licensing, for good
cause shown.

V

The licensee may request a hearing on
this Order within 20 days of the date of
publication of this Order in the Federal
Register. Any request for a hearing
should be addressed to the Director,
Office of Nuclear Reactor Regulation,
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555. A copy should
also be sent to the Executive Legal
Director at the same address. A request
for hearing shall not stay the immediate
effectiveness of this order.

If a hearing is to be held, the
Commission will issue an Order
designating the time and place of any
such hearing.

If a hearing is held concerning this
Order, the issue to be considered at the
hearing shall be whether the licensee
should comply with the requirements set
forth in Section IV of this Order.

This Order is effective upon issuance.

For the Nuclear Regulatory Commission.
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Dated at Bethesda, Maryland, this 14th day
of June 1984.
Darrell G. Eisenhut,
Director, Division of Licensing, Office of
Nuclear Reactor Regulation.

LICENSEE'S COMMITMENTS ON SUPPLEMENT 1 TO NUREG-0737
Title Requirement Licensee's completion schedule (or status):

-1-Y Pearameter uisplay System (SPDS)......................

2. Detailed Control Room Design Review (DCRDR)

3. Regulatory Guide 1.97-Application to Emergency Re.
sponse Facilities.

4. Upgrade Emergency Operating Procedures (EOPs).........

5. Emergency Response Facilities ........................ .....

Ia. Submit a safety analysis and an Implementation plan to
the NRC.

lb. SPDS fully operational and operators trained .................

2a. Submit a program plan to the NRC .................................. ;
2b. Submit a summary report to the NRC including a proposed

schedule for implementation.
3a. Submit a report to the NRC describing how the require-

ments of Supplement 1 to NUREG-0737 have been or will
be met.

3b Implement (installation or upgrade) requirements ................
4a. Submit a Procedures Generation Package to the NRC ........
4b. Implement the upgraded EOPs ...........................
5a. Technical Support Center fully functional ...............

5b. Operational Support Center fully functional ....................
5c. Emergency Operations Facility fully functional .........

March 1, 1984 (Complete).

Fall 1985-Cycle 7 Outage (to be scheduled at time of Cycle 6
restart). Hardware is installed.

May 14, 1983 (Complete).
November 1, 1983 (Complete),

Jaruary 1, 1984 (Complete).

End of Cycle 7 outage approximately December 1985.
November 1, 1983 (Complete).
July 1, 1985.
Complete. SPDS installation complete. SPDS training and fully

operational by end of-cycle 7 outage (approximately 11/85)2
Completed.
Complete. SPDS installation complete SPDS training and fully

atto. t, , , Cycle I outage (approxlmately 11/85).
[FR Dec. 84-16745 Filed 6-21-&84;845 ami
BILNG CODE 75 o"C-M .

[Docket No. 50-389] in NUREG-0737, "Clarification of TMI for providing required submittals to theAction Plan Requirements," and in NRC, (2) dates for implementingcertainFlorida Power and Light Company, Supplement ! to NUREG-0737, requirements , and (3) a schedule:forOrlando Utilities Commission of the "Requirements for Emergency Response providing implementation dates forCity of Orlando, Florida and Florida Capability." Among these requirements other requirements. These latterMunicipal Power Agency (St. Lucie are a number of items consisting of implementation dates will be reviwed,Plant, Unit 2); Order Confirming emergency response facility operability, negotiated and confirmed by aLicensee Commitments on Emergency emergency procedure implementation, subsequent order.esponse Capability addition of instrumentation, possible The NRC staff finds that the modified
I control room design modifications, and dates are'reasonable, achievable datesspecific inform ation to be subm itted . fo r e e n ble om isionFlorida Power and Light Company On December 17,1982, a letter for meeting the Commission(FP&L), Orlando UtilitiesCommission of (eei etr8-3 a ett l(1%) rad tliis-omsino requirements. The NRC staff concludesthe City of Orlando, Florida and Florida (Generic Letter 82-33) was sent to all re s.he NRC stf cnltheMunicipal Power Agency (the licensees) licensees of operating reactors, taeseul propse y theapplicants for operating licenses, and licensee will provide timely upgrading of
are theholders of Facility Operating holders of constructioi permits the licensee's emergency responseLicense No. NPF-16 which authorizescabitythe operation of the St. Lucie Plant, Unit enclosing Supplement I to NUREG-0737. capability.2 (the facility) at steady-state power In this letter operating reactor licensees In view of the foregoing, I havelevels not in excess of 2560 megawatts and holders of construction permits determined that the implementation ofthbrmal. The facility is a pressurized were requested to furnish the following FP&L's commitments are required in thewater reactor (PWR) located in St. Lucie information, pursuant to 10 CFR 50.54(f), interest of the public health and safetyCounty, Florida. no later than April 15, 1983: and should, therefore, be confirmed by(1) A proposed schedule for an immediately effective Order.II completing each of the basic

Following the accident at Three Mile requirements for the items identified in IVIsland Unit No. 2 (TMI-2) on March 28, Supplement,1 to NUREG-o737, and Accordingly, pursuant to sections 103,1979, the Nuclear Regulatory (2) A description of plans for phased 161i, 161o and 182 of the Atomic EnergyCommission (NRC) staff developed a implementation and integration of Act of 1954, as amended, and thenumber of proposed requirements to be emergency response activities includingimplemented on operating reactors and trainig. Commission's . regulations in CFR

on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection in the operation of
nuclear facilities and significant
upgrading of emergency response
capability based on the experience from
the accident at TMI-2 and the official
studies and investigations of the
accident.'The requirements are set forth

III

FP&L responded to Generic Letter 82-
33 by letter dated April 15, 1983. In this
submittal, FP&L made commitment4 to
complete the basic requirements. The
following Table summarizing FP&L's
schedular commitments or status was
developed by the NRC staff from the
Generic Letter and the information
provided by FP&L.
FP&L's commitments include (1) dates

ari an u , IL 18 hereby or erea,
effective immediately, that the licensees
shall:

Implement the specific items
described in this order in the manner
described in FP&L's submittal noted in
Section III herein no later than the dates
in the Table.

Extensions of time for completing
these items may be granted by the
Director, Division of Licensing, for good
cause shown.
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V Executive Legal Director at the same hearing shall be whether the licensees
The licensees may request a hearing address. A request for hearing shall not should comply with the requirements set

on this Order within 20 days of the date stay the immediate effectiveness of this forth in Section IV of this Order.
of publication of this Order in the order. This Order io effective upon issuance.
Federal Register. Any request for a If a hearing is to be held, the For the Nuclear Regulatory Commission.
hearing should be addressed to the Commission will issue an Order Dated at Bethesda, Maryland, this 14th day
Director, Office of Nuclear Reactor designating the time and place of any of June 1984.
Regulation, U.S. Nuclear Regulatory such hearing Darrell G. Elsonhut,
Commission, Washington, D.C. 20555. A If a hearing is held concerming tlns Director, Divwon of icensn,, Office of
copy should also be sent to the Order, the issue to be considered at the NuclearReactorReguloton.

LICENSEE'S COMMITMENTS ON SUPPLEMENT 1 TO NUREG-0737

Title Requrrement Ucensee's completion schedule (or stauo)

I. Safety Parameter Display System (SPDS). .......... la. Submit a safety anayr end art implem.ntation plan to March 1, 1984 (Complete).
the NRC.

lb. SPDS fuly operainal and operators lraied.-_ End of 1st Rofueling (-January 1985).2. Dtaled Contiot Room Des.,gn Ranew (OCRR) - 2a. Submit a program plan to the NRC .. June 9,1983 (Competo).
2b. Submit a summary report to the NRC iacludng a proposed September 30, 1983 (Complete).

schedule for implementaton.3. Regulatory Gulda 1.9T-Appc ca on to Emergency Re- 3a. Submit a report to the NRC describing how the requ:re. Noernber 30, 1983 (Complete),
sponre Fecities. ments of Supplement 1 to NUREG-0737 h-ve bcca or will

be Met.
3b. Implement (installation or upgrade) requsrementa ... .. End of let refuelhng outage approxmatly Jorury 1035).4. Upgrada Emergency Operating Procedures (EOPs) _ 4a. Submit a Procedures Generation Packsgap to the NRC. Novembcr 1.1983 (Comp!te).
4b. Implement the upgraded EOPs..... . ---- _ _ July 1, 1985).5. Emergency Response Facilites- 5a. Techn:c l Support Center fully functional..... Complete except for lnstarl:ng the SPOS whlth b cctodulcd

for end of 1st refueling (appo'cdmataol. Jan,=ry 103.5,5b. Operational Support Center fuly functional .. Complete.
Sc. Emergency'Operations Faolfty fully functional Complete except for lnstcaing the SPOS wt2ch b cchedl,!cd

for end of 1st refueling (opproxTmatzefJanuey 1985.

JFR Doc. 84-16745 Filed a.-=-"- &45 aml,
BILNG CODE 7590-01-

[Docket No. 50-2891

General Public Utilities Nuclear Corp.,
Three Mile Island Nuclear Station, Unit
No. 1; Order Confirming Licensee
Commitments on Emergency
Response Capability

I
The General Public Utilities Nuclear

Corporation (the licensee) and three co-
owners hold Facility Operating License
No. DPR-50, which authorizes the
licensee to operate the Three Mile
Island Nuclear Station, Unit No. 1 (the
facility) at power levels not m excess of
2535 megawatts thermal. The facility is a
pressurized water reactor (PWR] located
at the licensee's site in Dauphin County,
Pennsylvania.

II

Following the accident at Three Mile
Island Unit No. 2 (TMI-2) on March 28,
1979, the Nuclear Regulatory
Commissibn (NRC) staff developed a
number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection in the operation of
nuclear facilities and significant
upgrading of emergency response

capability based on the experience from
the accident at TMI-Z and the official
studies and investigations of the
accident. The requirements are set forth
in NUREG-0737 "Clarification of TM!
Action Plan Requirements," and in
Supplement 1 to NUREG-0737
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation,
addition of instrumentation, possible
control room design modifications, and
specific information to be submitted.

On December 17 1982, a letter
(Generic Letter 82-33) was sent to all
licensees of operating reactors,
applicants for operating licenses, and
holders of construction permits
enclosing Supplement 1 to NUREG-0737
In this letter, operating reactor licensees
and holders of construction permits
were requested to furnish the following
information, pursuant to 10 CFR 50.54(f),
no later than April 15, 1983:

(1] A proposed schedule for
completing each of the basic
requirements for the items identified in
Supplement 1 to NUREG-0737 and

(2) A description of plans for phased
Implementation and integration of
emergency response activities including
training.

III

The licensee responded to Generic
Letter 82-33 by letter dated April 15,
1983. By letters dated July 12, and
September 1, 1983, the licensee modified
several dates as a result of negotiationa
with the NRC staff. In these submittala,
the licensee made commitments to
complete the basic requirements. The
following Table summarizing the
licensee's schedular commitments or
status was developed by the NRC staff
from the Generic Letter and the
information provided by the licensee.

The licensee's commitments Include
(1] dates for providing required
submittals to the NRC, (2) dates for
implementing certain requirements, and
(3) a schedule for providing
implementation dates for other
requirements. These latter
implementation dates will be reviewed,
negotiated and confirmed by a
subsequent order.

The NRC staff reviewed the licensee's
April 15,1983 letter and entered into
negotiations with the licensee regarding
schedules for meeting the requirement&
of Supplement I to NUREG-0737 As a
result of these negotiations, the licensee
modified certain dates by letters dated
July 12, and September 1,1983. The NRC
staff finds that the modified dates are
reasonable, achievable dates for
meeting the NRC requirements. The

25712



Federal Regzister/I Vol. 49. No, 122 / Pridanoi:. rt 22: 1aR4"/ Nntiria

NRC staff concludes-that the schedule
proposed by the licensee will provide
timely upgrading of the licensee's
emergency response capability.

In view of the foregoing, I have
determined that the implementation of
the licensee's commitments is required
in the interest of the public health and
safety and should, therefore, be
confirmed by an immediately effective
Order.

IV
Accordingly, pursuant to sections 103,

161i, 161o and 182 of Atomic Energy Act
of 1954, as amended, and the
Commission's regulations in 10 CFR
Parts Z and 50, it is hereby ordered,
pffective immediately, that the licensee
shall:

Implement the specific items
described in this ORDER in the manner
described in the licensee's submittals
noted in Section III herein no later than
the dates in the Table.

Extensions of time for completing
these items may be granted by the
Director, Division of Licensing, for good
cause shown.

V
The licensee may request a hearing on

this Order within 20 days of the date of
publication of this Order in the Federal
Register. Any request for a hearing
should be addressed to the Director,
Office of Nuclear Reactor Regulation.
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555. A copy should
also be sent to the Executive Legal

Director at the same address. A reqprest
for hearing shall not stay the immediate
effectiveness of this order.

If a hearing is to be held, the
Commission will-issue an Order
designating the time and place' of any
such hearing.

If a hearing is held concerning this
Order, the issue to be considered at the
hearing shall be whether the licensee
should comply with the requirements set
forth in Section IV of this Order.

This Order is effective upon issuance.
Dated at Bethesda, Maryland, this 14th day

of June 1984.
For the Nuclear Regulatory Commission.

Darrell G. Eisenhut,
Director, Division of Lkensing Office of
Nuclear ReactarRegulatidn

LICENSEE'S COMMITMENTS ON SUPPLEMENT i To NUREG-0737

Title Requirement Licensee's completion schedule (or status)

1. Safety Parameter Display System (SPDS) .................................. la, Submit a safety analysis and an implementation plan to June 1984.
the .NRC.

lb. SPDS fully operational and operators trained .............. Prior to startup for Cycle 6 (est. August 19852. Detailed Contrdi Room Design Review (DCRDR) ......... 2a. Submit a program plan to the NRC- ................. June 1984
2b. Submit a summary report to the NRC including a proposed Do.

schedule for implementation.3. Regulatory Guide 1.97-Application to Emergency Re- 3a. Submit a report to the NRC decwbirg hbw the require- Prior to end of Cycle 5, bul o later them September 1084.sponse Facilities. ments of Supplement 1 to NUREG-0737 have been or will
be met.

3b. Implement (Installation or upgrade) requirements-........ Implementation schedule to be submitted prior to end of Cycle
5, but no later than September 1984.4. Upgrade Emergency Operating Procedures (EOPs) ................. 4a. Submit a Procedures Generation Packaeto the NRC. Complete

4b Impleoent the upgraded EOPs .......................... ... Do.5. Emergency Response Facilities ..................... S., Technical Suppor Center fully functionak ........................ Do.'
5b. Operational Support Center fully functional ............................ Do.
5c. Emergency Operations Faeiity fully fntlonalk ..................... Do.'

'Indicates operability. Facilities to be upgraded to fully functional status on a schedule consistent with SPDS ard, Regulatory Guide 1.97 implementation.

(FR Doc. 84-16747 Filed 6-21-54; 8:45 am]
BILLING CODE 7590-01-1

[Docket No. 50-309]

Maine Yankee Atomic Power Co.
(Maine Yankee Atomic Power Station);
Order Confirming-Ucensee
Commitments on Emergency
Response Capability

Maine Yankee Atomic Power
Company (the licensee) is the holder of
Facility Operating License No. UPR-36
which authorizes the operation of the
Maine Yankee Atomic Power Station
(the facility) at steady-state power
levels not in excess of 2030 megawatts
thermal. The facility isa pressurized
water reactor located at the licensee's
site in Lincoln County, Maine.
II

Following the accident at Three Mile
Island Unit No. 2 (TMI-21 on March 28,
1979, the Nuclear Regulatory
Commission (NRC) staff developed a
number of proposed requirements to be

implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection in the operation of
nuclear facilities and significant
upgrading of emergency response
capability based on the experience from
the accident at TMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
in NUREG--7, "Clarification of TMI
Action Plan Requirements," and in
Supplement 1 to NUREG--737,
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation,
addition of instrumentation, possible
control room design modifications, and
specific information to be submitted.

On December 17, 1982, a letter
(Generic Letter 82-33} was sent to all
licensees of operating reactors,

applicants for operating licenses, and
holders of constructior permits
enclosing Supplement 1 to NUREG-0737.
In this letter operating reactor licensees
and holders of construction permits
were requested to furnish the following
information, pursuant to 10 CFR 50.541f),
no later than April 15, 1983:

(1) A proposed schedule for
completing each of the basic
requirements for the items identified in
Supplement 1 to NUREG-(037, and

(2) A description of plans for phased
implementation and integration of
emergency response activities including
training.

III

The licensee responded to Generic
Letter 82-33 by letters dated April- 19,
1983, December 2, 1983, January B and
February 23, 1984. In these submittals,
the licensee made commitments to
complete the basic requirements. The
following Table summarizing the
licensee's schedular commitments or
status was developed by the NRC staff
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from the Generic Letter and the
information provided by the licensee.

The licensee's commitments include
(1) dates for providing required
submittals to the NRC, and (2) dates for
implementing certain requirements.

The NRC staff reviewed the licensee's
April 19, 1983, December 2,1983,
January 6 and February 23, 1984 letters,
and finds that the dates are reasonable,
achievable dates for meeting the
Commission requirements. The NRG
staff concludes that the schedule
proposed by the licensee will provide
timely upgrading of the licensee's
emergency response capability.

In view of the foregoing, I have
determined that the implementation of
the licensee's commitments is required
in the interest of the public health and
safety and should, therefore, be
confirmed by an immediately effective
Order.

IV
Accordingly, pursuant to sections 103,

161i, 161o and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commission's regulations in 10 CFR
Parts 2 and 50, it is hereby ordered,
effective irnediately, that the licensees
shall:

Implement the specific items
described in this order in the manner
described in licensee's submittals noted
in Section III herein no later than the
dates in the table.

Extensions of time for completing
these items may be granted by the
Director, Division of Licensing, for good
cause shown.
V

The licensee may request a hearing on
this Order within 20 days of the date of
publication of this Order m the Federal
Register. Any request for a hearing
should be addressed to the Director,

Office of Nuclear Reactor Regulation,
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555. A copy should
also be sent to the Executive Legal
Director at the same address, A request
for hearing shall not stay the Immediate
effectiveness of this order.

If a hearing is to be held, the
Commission will issue an Order
designating the time and place of any
such hearing.

If a hearing is held concerning this
Order, the issue to be considered at the
hearing shall be whether the licensee
should comply with the requirements sot
forth in Section IV of this Order.

This Order is effective upon Issuance.
Dated at Bethesda, Maryland, this 14th day

of June 1984.
For the Nuclear Regulatory Commission.

Darrell G. Eisenhut,
Director, Division of Licensing, Office of
NuciearReactorlegulaton

LICENSEE'S COMMITMENTS ON SUPPLEMENT 1 TO NUREG-0737

Title Requirement Ucensee's Completion achedule (or status)

1. Safety Parameter Display System (SPDS).. .... Ia. Submit a safety analysis and an implementation plan to Mar. 1, 1985.
the NRC.

lb. SPOS fully operational and operators trained.................. Oct. 1, 1985.2. Detailed Control Room Design Review (DCRDR)............ 2a. Submit a program plan to the NRC....................... Complete.
2b. Submit a summary report to the NRC Including a proposed Mar. 15, 1985.

schedule for implementation.3. Regulatory Guide 1.97-Application to Emergency Re- 3a. Submit a report to the NRC describing how the require- Do.
sponso Facilities. ments of Supp!ement 1 to NUREG-0737 have been or Aill

be met
3b. Implement (installation or upgrade) requirements ................. Oct. 1, 1985.4. Upgrade Emergency Operating Procedures (EOPs)........... 4a. Submit a procedures generation package to the NRC....... Complete.
4b. Implement the upgrded EOP ....................... Oct. 1, 1985.5. Emergency Response Facilities ........ ........ 5a. Technical support center fully functional ............... Functonal--Doc. 31, 1983.'
5b. Operational support center fully functional ....... . .............. Complete.
5c. Emergency operations facility fully functional .................. Functional.'

'Subject to completion dates for item 3b above.

[FR Doc. 84-10748 Filed 6-21-84; 8:45 am)
BILLING CODE 7590-01-,

[Docket No. 50-336]

Northeast Nuclear Energy Co.,
Western Massachusetts Electric Co.,
Connecticut Light and Power Co. et al.
(Millstone Nuclear Power Station, Unit
No. 2); Order Confirming Licensee
Commitments on Emergency
Response Capability

I
Northeast Nuclear Energy Company

(NNECo), Western Massachusetts
Electric Company, and the Connecticut
Light and Power Company (the
licensees) are the holders of Facility
Operating License No. DPR-65 which
authorizes the operation of Millstone
Nuclear Power Station, Unit No. 2 (the-
facility) at steady-state power levels not
in excess of 2700 megawatts thermal.
The facility is a pressurized water

reactor (PWR) located in New London
County, Connecticut.

II

Following the accident at Three Mile
Island Unit No. 2 (TvM-2) on March 28,
1979, the Nuclear Regulatory
Comnnssion (NRC) staff developed a
number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection in the operation of
nuclear facilities and significant
upgrading of emergency response
capability based on the experience from
the accident at TMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
in NUREG-0737 "Clarification of TMI

Action Plan Requirements," and In
Supplement I to NUREG-0737,
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation,
addition of instrumentation, possible
control room design modifications, and
specific information to be submitted,

On December 17 1982, a letter
(Generic Letter 82-33) was sent to all
licensees of operating reactors,
applicants for operating licenses, and
holders of construction permits
enclosing Supplement I to NUREG-0737
In this letter operating reactor licensees
and holders of construction permits
were requested to furnish the following
information, pursuant to 10 CFR 50.54(f),
no later than April 15, 1983:

(1) A proposed schedule for
completing each of the basic

II I
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requirements for the items identified m
Supplement I to NUREG-0737 and

(2] A description of plans for phased
implementation and integration of
emergency response activities including
training.

II

NNECo responsed to Generic Letter
82-33 by letter dated April 15, 1983. By
letters dated August 11, 1983, November
28,1983, and December'20,1983, January
31,1984 and April 9, 1984, NNECo
modified several dates as a result of
negotiations with the NRC staff. In these
submittals, NNECo made commitments
for completion of the basic
requirements. The following Table
summarizing NNECo's schedular
commitments or status was developed
by the NRC staff from the Generic Letter
and the information provided by
NNECo.

NNECo's commitments include (1)
dates for providing required submittals
to the NRC, (2) dates for implementing
certain requirements, and (3) a schedule
for providing implementation dates for
other requirements. These latter
implementation dates will be reviewed.
negotiated and confirmed by a
subsequent order.

The NRC staff reviewed NNECo's
April 15,1983 letter and entered into
negotiations with the licensee regarding

schedules for meeting the requirements
of Supplement 1 to NUREG-0737. As a
result of the negotiations, the liccizee
modified certain dates by lettera dated
August 11, 1983, November 28. 19233.
December 20,1983. January 31,1924. and
April 9,1984. The NRC staff findo that
the modified dates are reasonable.
achievable dates for meeting the
Commission requirements. The NRC
staff concludes that the schedule
proposed by the licensee will provide
timely upgrading of the licensee's
emergency response capability.

In view of the foregoing, I have
determined that the implementation of
NNECo's commitments is required in the
interest of the public health and safety
and should, therefore, be confirmed by
an immediately effective Order.

IV

Accordingly, pursuant to sections 103,
161i, 161o and 182 of the Atomc Energy
Act of 1954, as amended, and the
Commission's regulations In 10 CFR
Parts 2 and 50, It is hereby ordered.
effective immediately, that the licensees
shall:

Implement the specific items
described in this order in the manner
described in NNECo's submittals noted
m Section m herem no later than the
dates in the Table.

Extensions of time for completing
these items may be granted by the
Director, Division of Licensm, for good
cause shown.

V

The licensees may request a hearing
on this Order v,ithm 20 days of the date
of publication of this Order in the
Federal Register. Any request for a
hearing should be addressed to the
Director, Office of Nuclear Reactor
Regulation. U.S. Nuclear ReguTatory
Commission. Washmgton. D.C. 20555. A
copy should also be sent to the
Executive Legal Director at the same
address. A request for hearing shall not

-stay the Immediate effectiveness of this
order.

If a hearing is to be held, the
Commission will issue an Order
designating the time and place of any
such hearing.

If a hearing is held concerning this
Order, the issue to be considered at the
hearing shall be whether the licensees
should comply with the requirements set
forth in Section IV of this Order.

This Order is effective upon issuance.
Dated at Bethesda. Maryland, this 14th day

of June 1934.

For the Nuclear Regulatory Commission.
Darrell G. Elsenhut,
Director. Divszon of Licemnxg, Office of
NuclearReactorRegulation.

MILLSTONE STATION UNIT 2.-NNECO'S CoMi?. !ENT onJ SUFFLEMENT 1 To NUREG-0737

Titas RczT-:n U_=o's =rc~cn (cadtaCr 81=4

1. Safety Parameter Disp!ay System (SPDS) l. Sarr.t a caztly in"t.z cd nd* I ":--- * o n_, to £t3 11 , 15.
th3 NRQ.

lb. SPDS fCj cpzrTcr. lJ cd cm r. r: tcrc-:__ S,-.A Z&-.-3 t, P1ar. 25.1 SZ5.

2. DOta:ed Control Room Desgn Revs-z (0CRDR) 2a. Su..t a Fpro an pLn to tho NRC FCL 5, 1M.
Mb Sutti a vinry rc;-.t to tho NRC ur~~ a ptczcd S±I n.dt b Fch . 135.

sc1Lr±o fcr ~i27
3. Reg udtory Gutide 1.97--App~caton to Emergecy Rc. S. S&LSm1t a rf-t to &,3 NSC hi--- la tho Fc. 23.. - 34.

sponsa FaMf.es. ir ts of S L, -'r.nt I to NUREG-0737 ia teca- cc w3l
be m:t.

Sb. Irr;!-cnt Ci=izta'n cr L'5rZd:) ; _c-zta Sit-a2I c J:± 3 j 17. 1 C-34.
4. Upgrade Emergency Procdures (EOPs) 4b. St ta prccs rz.- n ponzzza to te tNR0 _ Q..... G t3 0-t 1. 1233.

4b. Imp!contn tho LT 7--Ae EC?'ec.r_ -:a~ Jzn. 7. 1 Z4.
5. Emergency response ftatidc Ea. Tedn~czI v-7;:t ccntcr U11 ft-r :,-J -_____ tron=n TS_, O 1om 'T~s

Sb. Op zt:n on;;vt c 7ztzr
S.EmrG:ncy c;==3cr faz~y fL-jN=y I .eza-z _-31ta CEzOr ,zr -'rg re-d rcretd yNN-

__ __ __ __ __ __ _ _r d"z d A== . 1 C3M2

Except for any addrgonal changes that may bo reuacd a3 a rccAt of clhzz rcv..W Lk Othde -
Tfe "w'il be sub'et to future I;censtng act.n.

~OperationaliT5 6
terporariy reocztcd to EOF po-,:nd com;'c*tsn of meti c.'. TSC (c.c tr 1 1E

FR Do. &I-16749 Filed 6-21-84: 8:45 am l

BILLING CODE 7590-01-M

[Docket Hos. 50-282 and 50-306]

Northern States Power Co. (Prairie
Island Nuclear Generating Plan, Unit
Nos. 1 and 2); Order Confirming
Licensee Commitments on Emergency
Response Capability

I

Northern State Power Company (NSP]
is the holder of Facility Operating
License Nos. DPR-42 and DPR-60 which

authorize the operation of the Prairie
Island Nuclear Generating Plant, Unit
Nos. 1 and 2 (the facility] at steady-state
power levels not in excess of 1650
megawatts thermal. The facility consists
of two pressureized water reactors
(PWR) located at the licensee's site in
Goodhue County, Minnesota.
II

Following the accident at Three Mile
Island Unit No. 2 CTMI-2) on March 28,

1979, the Nuclear Regulatory
Commission NRRC staff developed a
number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety. Siting and Design,-and
Emergency Preparedness and are
intended to provide substantial
additional protection m the operation of
nuclear facilities and significant
upgrading of emergency response
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capability based on the experience from
the accident at TMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
in NUREG-03737 "Clarification of TMI
Action Plan Requirements," and in
Supplement 1 to NUREG-0737
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation,
addition of instrumentation, possible
control room design modifications, and
specific information to be submitted.

On December 17 1982, a letter
(Generic Letter 82-33) was sent to all
licensees of operating reactors,
applicants for operating licenses, and
holders of construction permits
enclosing Supplement I to NUREG-0737
In this letter operating reactor licensees
and holders of construction permits
were requested to furnish the following
information, pursuant to 10 CFR 50.54(f),
no later than April 15, 1983:

(1) A proposed schedule for
completing each of the basic
requirements for the items identified in
Supplement 1 to NUREG-0737 and

(2) A description of plans for phased
implementation and integration of
emergency response activities including
training.

III
NSP responded to Generic Letter 82-

33 by letter dated April 15, 1983. By the
negotiating meeting held at the plant site
on June 24,1983, NSP modified several
dates as a result of negotiation with the

NRC staff. NSP made commitments to
complete the basic requirements. The
following Table summarizing NSP's
schedular commitments or status was
developed by the NRC staff from the
Generic Letter and the information
provided by NSP

NSP's commitments include (1) dates
for providing required submittals to the
NRC and (2) dates for implementing
certain requirements.

The NRC staff reviewed NSP's April
15, 1983 letter and entered into
negotiation with the licensee regarding
schedules for meeting the requirements
of Supplement 1 to NUREG-0737 As a
result of these negotiations, the licensee
modified certain dates that are reflected
in the attached table. The NRC staff
finds that the modified dates are
reasonable, achievable dates for
meeting the Commission requirements.
The NRC staff concludes that the
schedule proposed by the licensee will
provide timely upgrading of the
licensee's emergency response
capability.

In view of the foregoing, I have
determined that the implementation of
NSP's commitments is required in the
interest of the public health and safety
and should, therefore, be confirmed by
an immediately effective Order.
IV

Accordingly, pursuant to sections 103,
161i, 161o and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commission's regulations in 10 CFR
Parts 2 and 50, it is hereby ordered,
effective immediately, that the licensee
shall:

Implement the specific items
described in this order in the manner
described in NSP's submittals noted in
Section III herein no later than the dates
in the Table.

Extensions of time for completing
these items may be granted by the
Director, Division of Licensing, for good
cause shown.

V

The licensee may request a hearing on
this order within 20 days of the date of
publication of this Order in the Federal
Register. Any request for a hearing
should be addressed to the Director,
Office of Nuclear Reactor Regulation,
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555. A copy should
also be sent to the Executive Legal
Director at the same address. A request
for hearing shall not stay the Immediate
effectiveness of this order.

If a hearing is to be held, the
Commission will issue an Order

,designating the time and place of any
such hearing.

If a hearing is held concerning this
Order, the issue to be considered at the
hearing shall be whether the licensee
should comply with the requirements set
forth in Section IV of this Order.

This Order is effective upon issuance,

Dated at Bethesda, Maryland, this 14th day
of June, 1984.

For the Nuclear Regulatory Commission,

Darrell G. Eisenhut,
Director, Division of Licensing, Office of
NucleorReactorllegulation.

LICENSEE'S COMMITMENTS ON SUPPLEMENT 1 TO NUREG-0737

Title Requirement Ucensee's completion schedule (or status)

1. Safety Parameter Display System (SPDS) .............................. la. Submit a safety analysis and an implementation plan to Apr. 15, 1984.
the NRC.

lb. SPDS fully operational and operators trained ........................ Unit 1: 3 me. after return to power following 1980 refueling
(Cycle 11). Unit 2: 4 me. after return to power following
1985 refueling (Cycle 10)2. Dotailed Control Room Design Review (DCRDR) ................. 2a. Submit a program plan to the NRC........................... Complete.

2b. Submit a summary report to the NRC Inding a proposed Jan. 1, 1985.'
schedule for implementation.3. Regulatory Guide 1.97-Application to Emergency Re- 3a. Submit a report to the NRC describing how the require- Complete.sponse Facilities. ments of Supplement I to NUREG-0737 have been or will
be met

3b. Implement (installation or upgrade) requirements ................ Same as lb. above.24.Upgrade Emergency Operating Procedures (EOPs) ............... 4a. Submit a procedures generation package to the NRC ....... Complete.
4b. Implement the upgraded EOP's. ......................... Do.5. Emergency Response Facilities .............................................. 5a. Technical support center fully functional . ................ _. Complete.'
5b. Operational support center fully .ctional....................... Do'
Sc. Emergency operations facility fully functional............... Do.'

Enhancement to be completed with implementation of Reg. Guide 1.97 (3b above) and SPDS operational (l b above).2 Subject to change if additional NRC stal requirements issued.

JFR Doc. 84-10750 Filed 6-2t-84; 8:45 am]
BILLING CODE 7590-01-M
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[Dockets Nos. 50-277 and 50-278]

Philadelphia Electric Co. (Peach
Bottom Atomic Power Station, Units 2
and 3); Order Confirming Licensee
Commitments on Emergency
Response Capability

I
Philadelphia Electric Company (PECO

or the licensee] and three other co-
owners are the holders of Facility
Operating Licenses Nos. DPR-44 and
DPR-56 wlch authorize the operation of
the Peach Bottom Atomic Station Units
Nos. 2 and 3 (the facilities] at steady-
state power levels not in excess of 3293
megawatts thermal for each uniL The
facilities are boiling water reactors .
(BWRs) located at the licensee's site in
York County, Pennsylvama.

II
Following the accident at Three Mile

Island Unit No. 2 (TMI-2) on March 28,
1979, the Nuclear Regulatory
Commission (NRC) staff developed a
number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection in the operation of
nuclear facilities and significant
upgrading of emergency response
capability based on the experience from
the accident at TMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
m NUREG-0737 "Clarification of TMI
Action Plan Requirements," and m
Supplement I to NUREG-0737
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation,
addition of instrumentation, possible
control room disign modifications, and
specific information to be submitted.

On December 17 1982, a letter

(Generic Letter 82-33) was sent to all
licensees of operating reactors,
applicants for operating licenses, and
holders of construction permits
enclosing Supplement I to NUREG-0737
In this letter, operating reactor licensees
and holders of construction permits
were requested to furnish the followin-
information, pursuant to 10 CFR 50.541f,
no later than April 15,1983:

(1) A proposed schedule for
completing each of the basic
requirements for the items identified in
Supplement I to NUREG-0737, and

(2) A description of plans for phased
implementation and mtegration of
emergency response activities including
training.

III
PECO responded to Generic Letter 82-

83 by letters dated April 15,1983, and
September 14,1983. In these submittals,
PECO made commitments to complete
the basic requirements. The following
Table summarizing PECO's schedular
commitments or status was developed
by the NRC staff from the Generic Letter
and the information provided by PECO.

PECO's commitments include (1)
dates for providing required submittals
to the NRC, (2) dates for implementing
certain requirements, and (3) a schedule
for providing implementation dates for
other requirements. These later
unplementation dates will be reviewed,
negotiated and confirmed by a
subsequent order.

The NRC staff reviewed PECO's
submittals and finds that the dates are
reasonable, achievable dates for
meeting the NRC requirements. The
NRC staff concludes that the schedule
proposed by the licensee w-ill provide
timely upgrading of the licensee's
emergency response capability.

In view of the foregoing, I have
determined that the implementation of
PECO's commitments is required In the
interest of the public health and safety
and should, therefore, be confirmed by
an immediately effective Order.

IV

Accordingly, pursuant to sections 103,
1611, 101o, and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commission's regulations in 10 CFR
Parts 2 and 50, it is hereby ordered,
effective immediately, that the licensee
shall:

Implement the specific items
described in this order in the manner
described m PECO's submittals noted in
section m herein no later than the dates
In the Table.

Extensions of time for completing
these items may be granted by the
Director, Division of Licensing, for good
cause shown.-

V

The licensee may request a hearing on
this Order within 20 days of the date of
publication of this Order in the Federal
Register. Any request for a hearing
should be addressed to the Director,
Office of Nuclear Reactor Regulation,
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555. A copy should
also be sent to the Executive Legal
Director at the same address. A request
for hearing shall not stay the immediate
effectiveness of this Order.

If a hearing is to be held, the
Commission will issue an Order
designating the time and place of any
such hearing.

If a hearing Is held concerning this
Order, the issue to be considered at the
hearing shall be whether the licensee
should comply with the requirements set
forth in Section IV of this Order.

This Order s effective upon issuance.
Dated at Bethesda. Maryland. this 14th day

of Juna 134.

For the Nuclear Regulatory
Commission.
Darrell G. EIscnhut.
Director, Division of censmig, OfIce of
Nauc:arReactorReulaton;
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LICENSEE'S COMMITMENTS.ON SUPPLEMENT 1 TO NUREG-0737-Contnued

title Requrement LLrcenseo's completion schcdulo (or statu3) "

4b. Implement the upgraded EOPs. .................. Do.5. Emergency Response Fadi.rties.................. ........ .. . 5a/re, mcal Support Centerful;y functional - -.- Do.'
5b. Operational Support Center fuly functional. -... .... Do.&
6c. Emergency Operations Facility Fully functional... ..... Do.'

'In all respects except for SPDS and Reg. Guide 1.97 Instrumentation (See Items I and 3 above).
(FR Dec. 84-16751 Filed 18-21-84 8:45 am]
BILLING CODE 7596.01-

[Docket No. 50-344]

Portland General Electric Co.;:Paclffc
Power & Light Co., the City of Eugene,
Oreg. (Trojan Nuclear Plant); Order
Confirming Licensee Commitments on
Emergency Response Capability

1.

PortlandElectric Company, et a., (the
licensee or PGE) is thelholder of Facility
4Operating License-No. NPF-1 which
authorizes the operation of the Trojan
Nuclear Plant (the facility) at steady-
state power levels not in excess of 3411
megawatts thermal.'The facility is a
pressurized water reactor (PWR) located
at the licensee's-site in Columbia
County, Oregon.

II

Following the accident at Three Mile
Island Unit No. 2 (TMI-2) on March 28,
1979, the Nuclear Regulatory
Commission (NRC) staff developed a
number of proposed requirements to be
implemented on nperatingxeactors and
on plants under construction. These
requirements include Operational
Safety,-Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection in the operation of
nuclear facilities and significant
upgrading of emergency response
capability'based on-the experience from
the accident at TMI-2 and'the official
studies and investigations of the
accident. The requirements are set forth
in NUREG-0737 "Clarification of TMI
Action Plan Requirements," and in
supprement I to NUREG-0737
"Requirements for Emergency Response
Capability" Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation,
addition of instrumentation, possible
control room design modifications, and
specific information to be submitted.

On December 17 -1982, a letter
(Generic Letter 82-33) was sent to all
licensees of operating reactors,

applicants for operating licenses, and
holders of construction permits
,enclosmg Supplement 1 to NUREG-0737
In thisletter operating reactor licensees
and holders of construction permits
were-Testricted to furmsh the folowing
information, pursuant to 10 CFR 50.54(f),
no later than April 15, 1983:

(1) A proposed schedule for
completing each of the basic
requirements for the items identified in
Supplement 1 to NUREG-0737 and

(2) A description of plans for phased
implementation and integration of
emergency response activities including
training.
III.

The licensee responded to Generic
Letter 82-33 by-letter datedApril 15,
1983. In-this submittal, the licensee
made commitments to complete the
basic requirements. The following Table
summaf/zing the licensee's schedular
commitments or status was developed
by the NRC staff from the Generic Letter
and the information provided by the
licensee. The licensee supplied
additional information on the status of
the implementation of some related
items by'letters dated August 2,
Noveniber 23,1983, January 27 and May
23,1984.

-The licensee's commitments include
(1) dates for providing required
submittals to the NRC, (2) dates for
implementing certain requirements, 'and
(3j a schedule for providing
implementation dates for other
requirements. These latter
implementation dates will be reviewed,
negotiatedand confirmed by a
subsequent order.

The NRC staff has reviewed the
licensee's April 15, 1983 letter and
supplemental information provided on
August 2, November 23, 1983, January 27
and May.23,1984. The NRC staff finds
that the licensee's proposed dates for
meeting the requirements of Supplement
I to NUREG-0737 are reasonable,
achievable-dates and that the schedule
proposed by the licensee will provide
timely upgrading of the licensee's
emergency response capability.

I I I I
In -view of the foregoing, I have

determined that the implementation of
PGE's commitments is required In the
interest of the public health and safety
and should therefore be confirmed by an
imuediately effective Order.
IV

Accordingly, pursuant to sections 103,
161i, 161o and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commission's regulations in 10 CFR
Parts 2 and 50, It is hereby ordered,
.effective immediately, that the licensee
shall:

'Implement the specific items
described in this order in the manner
described in PGE's submittals noted In
Section I11 herein no later than the dates
in the table.

Extensions of time for completing
these items may be granted by the
Director, Division of Licensing, for good
cause shown.

V
The licensee may request a hearing on

this Order within 20 days of the date of
,publication of this Order In the Federal
Register. A request for a hearing should
be addressed to the Director, Office of
Nuclear Reactor Regulation, U.S.
NuclearRegulatory Commission,
Washington, D.C. 20555. A copy should
also be sent to the Executive Legal
Director at the same address. A request
for hearing shall not stay the immediate
effectiveness of this order.

If a hearing is to be held, the
Commission will issue an Order
designating the time and place of any
such hearing.

If a hearing is held concerning this
Order, the issue to be considered at the
hearing shall be whether the licensee
should comply with the requirements sot
forth in Section IV of this Order.

This Order is effective upon Issuance.
Dated at Bethesda, Maryland, this 14th day

of June, 1984.
For the Nuclear Regulatory Commission.

Darrell G. Eisenhut,
Director, Division of Licensing, Office of
NuclearReactorRegulation.
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LICENSEE'S COMMITMENTS ON SUPPLEMENT 1 TO NUREG-0737 PORTLAND GENERAL ELECTRIC COMPANY

Title Requirement Licensee's completion schedule (or status)

1. Safety Parameter Display System (SPDS) ................................. la. Submit a safety analysis and an implementation plan to Complete.
the NRC.

lb. SPDS fully operational and operators trained ........................... Startup following 1985 refueling (approx. July 1985).
2. Detailed Control Room Design Review (DCRDR) ...................... 2a. Submit a program plan to the NRC ................................ Complete.

2b. Submit a summary report to the NRC including a proposed Fourth quarter, 1984.
schedule for implementation.

3. Regulatory Guide 1.97-Application to Emergency Re- 3e. Submit a report to the NRC describing how the require- Fourth quarter, 1984.
sponse Facilities. menits of Supplement 1 tO NUREG-0737 have been or will

be met.
3b. Implement (installation or grade) requirements ........................ Implementation schedule to be provided with item 3a above,

4. Upgrade Emergency Operating Procedures (EOPs) ............ .4e. Submit a Procedures Generation Package to the NRC .......... Complete.
4b. Implement the upgraded EOPs ................................................... Third quarter, 1985.

5. Emergency Response Facilities .................... 5a. Technical Support Center fully functional..; .......... .............. Same as item lb.
5b. Operational Support Center fully functional .............................. Complete.
5c. Emergency Operations Facility (EOF) fully functional .............. December 31, 1986.

(FR Doe. 84-16752 Filed 8-21-84; 8:45 am]
BILLING CODE 7590-01-M

[Docket Nos. 50-272 and 50-3111

Public Service Electric & Gas Co. et al.,
Salem Nuclear Generating Station, Unit
Nos. 1 and 2; Order Confirming
Licensee Commitments on Emergency
Response Capability

I

Public Service Electric and Gas
Company (PSE&G or the licensee) is the
holder of Operating License Nos. DPR-
70 and DPR-75 which authorizes the
operation of the Salem Nuclear
Generating Station, Unit No. 1 and No. 2
(the facilities) at steady-state power
levels not in excess of 3338 megawatts
thermal and 3411 megawatts thermal,
respectively.-The facilities are located in
Salem County, New Jersey.
II

Following the accident at Three Mile
Island Unit No. 2 (TMI-2) on March 28,
1979, the Nuclear Regulatory
Commission (NRC) staff developed a
number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection in the operation of
nuclear facilities and significant
upgrading of emergency response
capability based on the experience from
the accident at TMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
in NUREG-0737, "Clarification of TMI
Action Plan Requirements," and in
Supplement I to NUREG-0737,
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility opeiibility,
emergency procedure implementation,
addition of instrumentation, possible

control room design modifications, and
specific information to be submitted.

On December 17, 1982, a letter
(Generic Letter 82-33) was sent to all
licensees of operating reactors,
applicants for operating licenses, and
holders of construction permits
enclosing Supplement I to NUREG-0737.
In this letter operating reactor licensees
and holders of construction permits
were requested to furnish the following
information, pursuant to 10 CFR 50.54(f),
no later than April 15, 1983:

(1) A proposed schedule for
completing each of the basic
requirements for the items identified in
Supplement 1 to NUREG-0737 and

(2) A description of plans-for phased
implementation and integration of
emergency response activities including
training.
III

PSE&G responded to Generic Letter
82-33 by letter dated April 15,1983. By
letters dated June 1, 1983, August 18,
1983, and December 19, 1983; and April
5, April 6, and May 16, 1984, PSE&G
modified several dates as a result of
negotiations with the NRC staff. In these
submittals, PSE&G made commitments
to complete the basic requirements. The
following Table summarizing PSE&G's
schedular commitments or status was
developed by the NRC staff from the
generic letter and the information
provided by PSE&G.

PSE&G's commitments include (1)
dates for providing required submittals
to the NRC, (2) dates for implementing
certain requirements, and (3) a schedule
for providing implementation dates for
other requirements. These latter
implementation dates will be reviewed,
negotiated and confirmed by a
subsequent order

The NRC staff reviewed PS&EG's
April 15, 1983 letter and entered-into
negotiations with the licensee regarding

schedules for meeting the requirements
of Supplement 1 to NUREG-0737. As a
result of these negotiations, the licensee
modified certain dates by letters dated
June 1, 1983, August 18, and December
19, 1983, and April 5, April 6, and May
16, 1984. The NRC staff finds that the
modified dates are reasonable,
achievable dates for meeting the
Commission requirements. The NRC
staff concludes that the schedule
proposed by the licensee will provide
timely upgrading of the licensee's
emergency response capability.

In view of the foregoing,-I have
determined that the implementation of
PSE&G's commitments are required in
the interest of the public health and
safety and should, therefore, be
confirmed by an immediately effective
Order.

IV

Accordingly, pursuant of sections 103.
161i, 161o and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commission's regulations in 10 CFR
Parts 2 and 50, it is hereby ordered,
effective immediately, that the licensees
shall:

Implement the specific items.
described in this Order in the manner
described in PSE&G's submittals noted
in Section III herein no later than the
dates in the Table.

Extensions of time for completing
these items may. be granted by the
Director, Division of Licensing, for good
cause shown.

V

The licensees may request a hearing
on this Order withing'20 days of the date
of publication of this Order in the
Federal Register Any-request for a
hearing should be addressed to the
Director, Office of Nuclear Reactor
Regulation. U.S. Nuclear Regulatory
Commission, Washington, D.C. 20555. A
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copy should also be sent to the designating the time and place of any This Order is effective upon issuance.
Executive Legal Director at-the same such hearing. Dated at Bethesda, Maryland, this 12th day
address. A request for hearing shall not If a hearing is held concerning this of June 1984.
stay the immediate effectiveness of this Order, the issue to be considered at the For the Nuclear Regulatory Commission,
order. hearing shall be whether the licensees Darrel G. Eisenhut,

If a hearing is to be held, the should comply with the requirements set Director, Division of Licensin, Office of
Commission will issue an Order forth in Section IV of this Order. Nuclear ReactorRegulotion.

LICENSEE'S COMMITMENTS ON SUPPLEMENT 1 TO NUREG-0737
Title Requirement Ucencee's Completion rchedu!o (or status)

1. Safety Parameter Display System (SPDS) ....... la. Submit a-safety analysis and an Implementation plan to Complete.
the NRC.

lb. SPDS fully operational and operators trained- . December 1986.
2. Detailed Control Room-Design Review (DCRDR) _ 2a.Subrnit.a9program plan tolhe NRC Complete.

2b. Submit a summary report to the NRC Including a proposed Do.
schedule for Implementation.

3. Regulatory Guide 1.97-Application to Emergency Re- 3a. Submit a report to the NRC describing how the require- Do.
sponse Facilities. ments of Supplement 1 to NUREG-0737 have been or will

be meeL
3b. Implement (installation or upgrade) requirements........... (1) August 1984 for Unit 1; (2) April 1984 for Unit 2.4. Upgrade Emergency Operating Procedures (LOPs). 4a. Submit a Procedures Generation Package to the NRC__. Complete.
4b. Implement the upgrded E(P......... (1) Without SPDS 3/85; (2) Wth SPDS 12186.6. Emergency Response Faclties.. 5a. Technical Support Center fully functional _.. Complete.
5b. Operational Support Center fully functional . .... Do.
5c. Emergency Operations Facility fully functional ....... December 1986.

[FR Doec. 84-10753 Filed 6-21-84; 8:45 am]
BILLING CODE 7590-O01-M

[Docket No. 50-395

South Carolina Electric & Gas Co.,
South Carolina Public Service
Authority (Virgil C. Summer Nuclear
Station); Order Confirming Licensee
Commitments on Emergency
Response Capability

I
South Carolina Electric and Gas

Company (SCE&G) and South Carolina
Public Service Authority (the licensees)
are the holders of Facility Operating
License NPF-12 which authorizes the
operation of the Virgil C. Summer
Nuclear Station, (the facility) at steady-
state power levels not m excess of 2775
megawatts thermal. The facility is a
pressurized water reactor (PVTR) located
in Fairfield County, South Carolina.
II

Following the accident at Three Mile
Island Unit No. 2 (TMI-2) on March 28,
1979, the Nuclear Regulatory
Commission (NRC) staff developed a
number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide subtantial
additional protection in the operation of
nulcear facilities and significant
upgrading of emergency response
capabaility based on the experience
from the accident at TMI-2 and the
official studies and investigations of the

accident. The requirements are set forth
in NUREG-0737 "Clarification of TMI
Action Plan Requirements," and m
Supplement I to NUREG-0737
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation,
addition of instrumentation, possible
control room design modifications, and
specific information to be submitted.

On December 17 1982, a letter
(Generic Letter 82-33) was sent to all
licensees of operating reactors,
applicants for operating licenses, and
holders of construction permits
enclosing Supplement 1 to NUREG-0737
In this letter operating reactor licensees
and holders of construction permits
wereTequested to furmsh the following
information, pursuant to 10 CFR 50.54(f),
no later than April 15, 1983:

(1) A proposed schedule for
completing each of the basic
requirements for the items identified in
Supplement'l to NUREG-0737 and

(2) A description of plans for phased
implementation and integration of
emergency response activitieb including
training.

mi
SCE&G responded to Generic Letter

82-33 by letter dated-April 15, 1983. By
letters dated May 16, July 21, and
December 28, 1983, and April 4, 1984,
SCE&G updated their original response.
In these submittals, SCE&G made
commitments to complete the basic
requirements, The following Table

summarizing SCE&G's scheduler
commitments or status was developed
by NRC staff from the Generic Letter
and the Information provided by
SCE&G.

SCR&G's commitments include (1)
dates for providing required submittals
to the NRC, (2) dates for implementing
certain requirements, and (3) a schedule
for providing implementation dates for
other requirements. These latter
implementation dates will be reviewed,
negotiated, and confirmed by a
subsequent order.

The NRC staff finds that the licensee's
dates are reasonable, achievable dates
for meeting the Commission
requirements. The NRC staff concludes
that the schedule proposed by the
licensee will provide timely upgrading of
the licensee's emergency response
capability.

In view of the foregoing, I have
determined that the implementation of
SCE&G's commitments are required In
the interest of the public health and
safety and should, therefore, be
confirmed by an immediately effective
Order.

IV
Accordingly, pursuant to sections 103,

161i, 161o and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commission's regulations in 10 CFR
Parts 2 and 50, it is hereby ordered,
effective immediately, that the licensees
shall:

Implement the specific Items
described in this order in the manner
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described in SCE&G's submittals noted
in Section III herein no later than the
dates in the Table.

Extensions of time for completing
these items may be granted by the
Director, Division of Licensing, for good
cause shown.

V
Thelicensees may request a hearing

on this Order within 20 days of the date
of publication of this Order in the
Federal Register. Any request for a

hearing should be addressed to the
Director, Office of Nuclear Reactor
Regulation, U.S. Nuclear Regulatory
Commission, Washington, D.C. 20555. A
copy should also be sent to the
Executive Legal Director at the same
address. A request for hearing shall not
stay theimmediate effectiveness of this
order.

If a hearing is to be held, the
Commission will issue on Order
designating the time and place of any
such hearing.

If a hearing is held concerning tins
Order, the issue to b considered at the
hearing shall be whether the licensees
should comply with the requiremants set
forth in Section IV of this Order. This
Order is effective upon issuance.

Dated atEathe-da. Maryland. tis 15th day
of June 1M3L

For the Nuckar ReSulatory Commission.
Darrell G. Elwsnhu4
Dacto, Division of Licensning Office of
A'cclearRc actor Regtationi
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[FR Doc. e4-16754 Filed G-21-4 8:45 am]

BILUJNG CODE 7590-01-H

[Docket No. 50-327]

Tennessee Valley Authority (Sequoyah
Nuclear Station Unit No.1); Order
Confirming Licensee Commitments on
Emergency Response Capability

I
Tennessee Valley Authority (TVA)

(the licensee) is the holder of Facility
Operating License No. DPR-77 wich
authorizes the operation of the
Sequoyah Nuclear Plant, Unit No. 1 (the
facility) at steady-state power levels not
in excess of 3411 megawatts thermal.
The facility is a pressurized water
reactor (PWR) located in Hamilton
County, Tennessee.

11

Following the accident at Three Mile
Island Unit No. 2 (MI-2) on March 28,
1979, the Nuclear Regulatory
Commission (NRC) staff developed a
number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
aaditional protection in the operation of
nuclear facilities and significant

upgrading of emergency response
capability based on the experience from
the accident at TMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
inNUREG-0737, "Clarification of TMI
Action Plan Requirements," and in
Supplement I to NUTREG-0737
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation,
addition of instrumentation, possible
control room design modifications, and
specific information to be submitted.

On December 17,1982, a letter
(Generic Letter 82-33) was sent to all
licensees of operating reactors,
applicants for operating license,. and
holders of construction permits
enclosing Supplement 1 to NUREG-0737.
In fis letter operating reactor licensees
and holders of construction permits
were requested to furnish the following
information, pursuant to 10 CFR 10.54(f),
no later than April 15.1983:

(1) A proposed schedule for
completing each of the basic
requirements for the items identified in
Supplement 1 to NUREG-0737. and

(2] A description of plans for phased
implementation and integration of

emergency response activities including
training.

m

TVA responded to Generic Letter 82-
33 by letter dated April 15.1983. By
letters dated August 1. August 22, and
December 16,1983, TVA modified
several dates as a result of negotiatfons
with the NTRC staff. In these submittals,
TVA made commitments to complete
the baste requirements. The follz;,-mg
Table summarizin TVA's schseu1
commitments or status was developed
by the NTRC staff from the Generic Letter
and the informtion provided by TVA.
TVA's commitments include (1) da .s

for providing required suhmittals to the
NRC, (2) dates for unplementing certaim
requirements. and (3) a schedule for
providing ilmlemantation dates for
other re-uirements. These latter
implem mation datea will be reviewed.
negotiated and confi=ed by a
subsequent order.

The NRC staff reviewed TVA's April
15. 193, letter and entered into
negotiations with the licensee re.gardIng
schedules for meeting the requirements
of Supplement I to NUREG-0737. As a
result cf the negotiations, the licensee
modified certain dates by letters dated
August 1. August 22, and December Ia,
1983. The NRC staff finds that the
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modified dates are reasonable,
achtevable dates for meeting the
Commission requirements. The NRC
staff concludes that the schedule
proposed by the licensee will provide
timely upgrading of the licensee's
emergency response capability.

In view of the foregoing, I have
determined that the implementation of
TVA's commitments is required m the
interest of the public health and safety
and should, therefore, be confirmed by
an immediately effective Order.

IV

Accordingly, pursuant to sections 103,
161i, 161o and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commission's regulations m 10 CFR
Parts 2 and 50, it is hereby ordered,

effective immediately, that the licensee
shall:

Implement tie specific items
described in this Order m the manner
described m TVA's submittals noted m
Section III herein no later than the dates
m the Table.

Extensions of time for compleling
these items may be granted by the
Director, Division of Licensing, for good
cause shown..
Vv!

The licensee may request a hearing on
this Order within 20 days of the date of
publication of this Order m the Federal
Register.Any request for a hearing
should be addressed to the Director,
Office of Nuclear Reactor Regulation,
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555. A copy should

also be sent to the Executive Legal
Director at the same address. A request
for hearing shall not stay the Immediate
effectiveness of this Order.

If a hearing is to be held, the
Commission will issue an Order
designating the time and place of any
such hearing.

If a hearing is held concerning this
Order, the issue to be considered at the
hearing shall be whether the licensee
should comply with the requirements sot
forth in Section IV of this Order,

This Order is effective upon Issuance,
Dated at Bethesda, Maryland, this 15th day

of June 1984.
For the Nuclear Regulatory Commission,

Darrell G. Eisenhut,
Director, Divisioil of Licensing, Office of
Nuclear.ReactorRegulation.

LICENSEE'S COMMITMENTS ON SUPPLEMENT 1 TO NUREG-0737

- Title Requirement Licensee's Completion Schedule (or status)

1. Safety Parameter Display System (SPlS)... ... la. Submit a safety analysis and an Implementation plan to Completed.
the NRC.

lb. SPDS fully operational and operators trained ............. September 1985.2. Detailed Control Room Design Review (DCRDR)....-........ 2a. Submit a program plan to the NRC.......... ...... Completed.
2b. Submit a summary report to the NRC Including a proposed November 1986.

schedule for implementation.
3. Regulatory Guide 1.97-Application to Emergency Re- 3a. Submit a report to the NRC describing how the require- Completed.

sponse Facilities. ments of Supplement I to NUREG-0737 have been or will
be mel

3b. Implement (installation or upgrade) requirements .......... . .... September 1987.4. Upgrade Emergency Operating Procedures (EOPs)............ 4a. Submit a Procedures Generation Package to the NRC........ Completed.
4b. Implement the upgraded ECPs ............................ August 1985.

5. Emergency Response Facilities ............................................ 5a. Technical Support Center fully functional....................... September 1985.
5b. Operational Support Center fully functional ................... Completed
5c Emergency Operations Facility fully functonal .. .......... Do,

[FR Dec. 84-16755 Filed 6-21-84; 8:45 am]
BILLNG CODE 7590-01-M

[Docket No. 50-328]

Tennessee Valley Authority (Sequoyah
Nuclear Station Unit No. 2); Order
Confirming Licensee Commitments on
Emergency Response Capability

I
Tennessee Valley Authority (TVA)

(the licensee) is the holder of Facility
Operating License No. DPR-79 which
authorizes the operation of the
Sequoyah Nuclear Plant, Unit No. 2 (the
facility) at steady-state power levels not
in excess of 3411 megawatts thermal.
The facility is a pressurized water
reactor (PWR) located in Hamilton
County, Tennessee.

II
Following the accident at Three Mile

Island Unit No. 2 (TMI-2) on March 28,
1979, the Nuclear Regulatory
Commission (NRC) staff developed a
number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These

requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are
intended to provide substantial
additional protection m the operation of
nuclear facilities and significant
upgrading of emergency response
capability based on the experience from
the accident at TMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
in NUREG-0737 "Clarification of TMI
Action Plan Requirements," and in
Supplement :I to NUREG-0737
"Requirements for Emergency Response
Capability."

Among these reqirements are a
number of items consisting of emergency
response facility operability, emergency
procedure implementation, addition of
instrumentation, possible control room
design modifications, and specific
Information to be submitted.

On December 17 1982, a letter
(Generic Letter 82-33) was sent to all
licensees of operating reactors,
applicants for operating licenses, and

holders of construction permits
enclosing Supplement 1 to NUREG-0737
In this letter operating reactor licensees
and holders of construction permits
were requested to furnish the following
information, pursuant to 10 CFR 50.54(f),
no later than April 15, 1983:

(1) A proposed schedule for
completing each of the basic
requirements for the items identified in
Supplement 1 to NUREG-0737, and

(2) A description of plans for phased
implementation and integration of
emergency response activities including
training.

III
TVA responded to Generic Letter 82-

33 by letter dated April 15, 1983, By
letters dated August 1, August 22, and
December 16, 1983, TVA modified
several dates as a result of negotiations
with the NRC staff. In these submittals,
TVA made commitments to complete
the basic requirements. The following
Table summarizing TVA's scheduler
commitments or status was developed

I
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by the NRC staff from the Generic Letter
and the information provided by TVA.
Item 3b. to the Table, concermng the
licensee's commitment to implement
Regulatory Guide 1.97 as it applies to
Emergency Response Facilities, will be
required by a separate license
amendment.

TVA's commitments include (1] dates
for providing required submittals to the
NRC, (2] dates for implementing certain
requirements, and (3] a schedule for
providing implementation dates for
other requirements. These latter
implementation dates will be reviewed,
negotiated and confirmed by a
subseauent order.

The NRC staff reviewed TVA's April
15,-1983 letter and entered into
negotiations with the licensee regarding
schedules for meeting the requirements
of Supplement 1 to NUREG-0737 As a
result of the negotiations, the licensee
modified certain dates by letters dated
August3., August 22, and December 16,
1983. The NRC staff finds that the
modified dates are reasonable,
achievable dates formeeting the
Commission requirements. The NRC
staff concludes that the schedule

proposed by the licensee will provide
timely upgrading of the licensee's
emergency response capability.

In view of the foregoing, I have
determined that the implementation of
TVA's commitments is required in the
interest of the public health and safety
and should, therefore, be confirmed by
an Immediately effective order.

IV

Accordingly, pursuant to sections 103,
161i, 161o and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commission's regulations in 10 CFR
Parts 2 and 50, it is hereby ordered.
effective immediately, that the licensee
shall:

Implement the specific items
described in this order in the manner
described in TVA's submittals noted in
Section III herein no later than the dates
in the Table.

Extensions of time for completing
these items may be granted by the
Director, Division of Lacensing, for good
cause shown.

V
The licensee may request a hearing on

this Order within 20 days of the date of
publication of tlus Order in the Federal
Register. Any request for a hearing
should be addressed to the Director
Office of Nuclear Reactor Regulation,
U.S. Nuclear Regulatory Commission.
Washington, D.C. 20555. A copy should
also be sent to the Mxecutive Legal
Director at the same address. A request
for hearing shall not stay the immediate
effectiveness fo this order.

If a hearing is to be held, the
Commission will issue an Order
designating the time and place of any
such hearing.

If a hearing is held concerning this
Order, the issue to be considered at the
hearn shall be whether the licensee
should comply with the requirements set
forth in Section IV of this Order.

This Ord=,13 effective upon issuance.
For the Nuclear Regulatory Co:nzssion.
Dated at Bthesda. Maryland, this 15th day

of June 1234.
Darroll G. Elsenhut.
Director. DAision of, icensg, Office of
NuclearReactorReulation.

LICENSEE'S COM&MIMM4rITS ON SUppLWE1rT 1 TO NUREG-0737

1. Safety Parameter Display System (SPDS) - l. Stra a czfy sr.o crt o LTa :ci'n n u4.n to C:4A'..x%-
fto NRC.

lb. SFDS fu!', c;=t!:rl ri cc"cc'- t=3 ... c- V2S
2. Deta;ied Control Room Deugn Revai (DCRDR) _ 2a. Submr, a prc -.m 1r n to L o URC - c-zd.

2b,. Sibrr.1 a m-;:4~ 0ci to NRC u=. n a c t :cnC.r IF,'!.
ccdiea for cr--!i_-tatvi

3. Regulatory Guide I.97-App~caton to Emegenicy Ro- Za Suimi a rc-;:ri to fto KRG e=:nir 1--w Ito2c,4
sponse Fa rtes. ments of C.v;,n'.nt I to NUREG-0737 i'z- Icz--n cr w:

be ncl.
3b. Irrtc.Tcnt (nzt't:., ct.r n) rcr -of.."o Tccn rtrcd to L,3 ccir.d try ,cara.m iCoc "o

4. Upgrade Emergency Operaing Procedures (EOPs) 4a. Sttrrit a Prc-cf=s G :n, P"_z:, to t3 NRC- C. ,-.4 't1
4 b. imp'.cment fto u;Zrzf E CO 7z '.rT_- lVCS

5. Emergency Response Fac21tes_________ 53. Tcctr :al St;;p:rt Ccn t r zZ - ~ IC:!_-_" itZ
So. Ccratord Scp:rt Cc - zi t-,11

[FR Doc. 84-16755 Filed 6-Zi--od; 8:45 am]

BILLING CODE 750-01.-1

[Docket Nos. 50-338 and 50-3391

Virginia Electric & Power Co., and Old
Dominion Electric Cooperative (North
Anna Power Statiorn Units No. 1'and
No. 2); Order Confirming Licensee
Commitments on Emergency
Response Capability

I
Virginia Electric and Power Company

(VEPCO) and the Old Dominion Electric
Cooperative (ODEC) are the holders of
Facility Operating License Nos. NPF-4
and NPF-7 winch authorize VEPCO to
operate the North Anna Power Station,
Unit No. 1 and No. 2 (the facility) at

steady-state power leve!s not in excess
of 2775 megawatts thermal. The facility
consists of two prezzu-rzed water
reactors (PWRs] located in Louisa
County, Virgima.

H

Following the accident at Three Mile
Island Unit No. 2 (1.6I-2) on March 28,
1979, the Nuclear Regulatory
Commission (NRC] staff developed a
number of proposed requirements to be
implemented on operating reactors and
on plants under construction. These
requirements include Operational
Safety, Siting and Design, and
Emergency Preparedness and are

intended to provide substantial
additional protection in the operation of
nuclear facilities and significant
upgrading of emergency response
capability based on the experience from
the accident at TMI-2 and the official
studies and investigations of the
accident. The requirements are set forth
in NUREG-0737 "Clarification of TMI
Action Plan Requirements," and in
Supplement I to NUREG-0737
"Requirements for Emergency Response
Capability." Among these requirements
are a number of items consisting of
emergency response facility operability,
emergency procedure implementation,
addition of instrumentation, possible
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control room design modifications, and
specific information to submitted.

On December 17 1982, a letter
(Generic Letter 82-33) was sent to all
licensees of operating reactors,
applicants for operating licenses, and
holders of construction permits
enclosing Supplement 1 to NUREG-0737
In this letter operating reactor licensees
and holders of construction permits
were requested to furnish the following
information, pursuant to 10 CFR 50.54(fo,
no later than April 15, 1983:

(1) A proposed schedule for
completing each of the basic
requirements for the items identified in
Supplement I to NUREG-0737 and

(2) A description of plans for phased
implementation and integration of
emergency response activities including
training.
III

VEPCO responded to Generic Letter
82-33 by letters dated April 15, 1983,
January 31, 1984, February 21, 1984,
March 1, 1984 and March 13,1984. In
these submittals, VEPCO made
commitments to complete the basic
requirements. The following Table
summarizing VEPCO's schedular
commitments or status was developed
by the NRC staff from the Generic Letter
and the information provided by
VEPCO.

VEPCO's commitments include (1)
dates for providing required submittals
to the NRC, (2) dates for implementing

certain requirements, and (3) a schedule
for providing implementation dates for
other requirements. These latter
implementation dates will be reviewed,
negotiated and confirmed by a
subsequent order.

The NRC staff reviewed VEPCO's
April 15, 1983 letter and entered into
negotiations with the licensee regarding
schedules for meeting the requrements
of Supplement 1 to NUREG-0737 As a
result of these negotiations, certain
dates were modified by VEPCO. The
NRC staff finds that the modified dates
are reasonable, achievable dates for
meeting the Commission requirements.
The NRC staff concludes that the
schedule proposed by the licensee will
provide timely upgrading of the
licensee's emergency response
capability.

In view of the foregoing, I have
determined that the implementation of
VEPCO's commitments is required in the
interest of the public health and safety
and should, therefore, be confirmed by
an immediately effective Order.
IV

Accordingly, pursuant to sections 103,
161i, 161o, and 182 of the Atomic Energy
Act of 1954, as amended, and the
Commission's regulations in 10 CFR
Parts 2 and 50, it is hereby ordered,
effective immediately, that the licensee
shall:

Implement the specific items
described in this order in the manner

described in VEPCO's submittals noted
m Section III herein no later than the
dates in the Table.

Extensions of time for completing
these items may be granted by the
Director, Division of Licensing, for good
cause shown.
V

The licensee may request a hearing on
this Order within 20 days of the date of
publication of this Order in the Federal
Register. Any request for a hearing
should be addressed to the Director,
Office of Nuclear Reactor Regulation,
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555. A copy should
also be sent to the Executive Legal
Director at the same address. A request
for hearing shall not stay the immediate
effectiveness of this order.

If a hearing is to be held, the
Commission will issue an Order
designating the time and place of any
such hearing.

If a hearing is held concerning this
Order, the Issue to be considered at the
hearing shall be whether the licenseo
should comply with the requirements sot
forth in Section IV of this Order.

This Order is effective upon Issuance.
Dated at Bethesda, Maryland, this 14th day

of June 1984.
For the Nuclear Regulatory Commission.

Darrell G. Eisenhut,
Director, Division of Licensing, Offici. of
NuclearReactorRegulaton.

LICENSEE'S COMMITMENTS ON SUPPLEMENT 1 TO NUREG-0737

Title Requirement Ucenteo's completion schedule (or satua)

1. Safety Parameter Display System (SPDAS) ...................... le. submit a safety analysis and an Implementation plant to Complete.
the NRC.

lb. SPDS fully operational and operators trained ............... North Ana 1-Prior to Resuming Power Operation After the
5th Refueling Outage (1/1/86 to 2/22/86) 1- North Anna
2-Prior to Resuming Power Operation After the 4th Refuel.Ing Outage (4/18/86 to 6/9/86).'2. Detailed Control Room Design Review (DCROR) .............. 2a. Submit a program plan to the NRC ............................. Complete.

2b. Submit a summary report to the NRC including a proposed Provide Schedule August 30, 1985.
schedule for implementation.3. Regulatory Guide 1.97-Appication to Emergency Re- 3a. Submit a report to the NRC describing how the require. Complete.sponse Facilities. ments of Supplement 1 to NUREG-0737 have been or will
be met

3b. Implement (imstallation or upgrade) requirements .............. Refueling in 1986.24. Upgrade Emergency Operating Procedures (EOPs) ............... 4a. Submit a Procedures Generation Package to the NRC...... Complete.
4b. Implement the upgrade EOPa ............................. April 15, 1984.5. Emergency Response Facilities .......................... . ................ 5a. Technical Support Center fully functional ....-............ July 1. 1985.
5b. Operational Support Center fully functional .................... Complete Except for Cummunications Tie-tn with 1OF5c. Emergency Operations Facility fully functional ....... .... July 31, 1985 except for data communications which follows

SPDS schedule.
Present schedule.

2 Incoro Thermocouplee are tracked on separate schedule.

iFR Dec. 84-10757 Filed 6-21-04; 8:45 am]
BILLING CODE 7590-01-

Publication of Subagreement #1
Between U.S. NRC and the Illinois
Department of Nuclear Safety

AGENCY: U.S. Nuclear Regulatory
Commission.

ACTION: Publication of Subagreement #1
between U.S. NRC and the Illinois
Department of Nuclear Safety.

SUMMARY: Section 274i. of the Atomic
Energy Act of 1954, as amended, allows

the Commission to enter into
agreements with the States "to perform
inspections or other functions on a
cooperative basis as the Commission
deems appropriate." Section 2741 MOUs
differ from agreements entered into
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between NRC and a State under the
"Agreement State" program; the latter is
accomplished only by entering into an
agreement under section 274b. of the
Atomic Energy Act. A 274i. MOU can be
entered into by a State whether or not it
has a 274b. agreement.

In April of 1984, an "umbrella" MOU
was signed by the NRC and the State of
Illinois, providing principles of
cooperation between the State and NRC
in areas of concern to the State.

Subagreement #I provides the basis
for mutually agreeable procedures
whereby the State may perform
inspection functions forand on behalf of
the Commission at certain reactor and
materials licensees' facilities which
generate low-level radioactive waste.
FOR FURTHER INFORMATION CONTACT.
Roland Lickus, Director, State and
Government Affairs. U.S. NRC, Region
Ill, 799 Roosevelt Road, Glen Ellyn,
Illinois 60137 (Telephone 312/790-5666).

Dated at Glen Ellyn, IL, this 15th day of
June, 1984.

For the U.S. Nuclear Regulatory
Comnmssion.
James G. Keppler,
RegionalAdmmstrator.
[FR Doc. 84-1675 Filed 6-21-&L 845 am]

BILLING CODE 7590-01-U

PENSION BENEFIT GUARANTY
CORPORATION

Exemption From Bond/Escrow
Requirement Relating to Sale of
Assets By an Employer That
Contributes to a Multiemployer Plan;
Beloit Manhattan, Inc.

AGENCY: Pension Benefit Guaranty
Corporation.
ACTION: Notice of exemption.

SUMMARY: The Pension Benefit
Guaranty Corporation has granted
Beloit Manhattan, Inc., an exemption
from the bond/escrow requirement of
section 4204fa)(1)(B) of the Employee
Retirement Income Security Act of 1974.
A notice of the request for exemption
from this requirement was published on
March 9,1984 (49 FR 9039). The effect of
this notice is to advise the public of the
decision on the exemption request
ADDRESS. The request for an exemption
and the PBGC response to the request
are available for public inspection at the
PBGC Public Affairs Office, Suite 7100,
2020 K Street, NW., Washington, D.C.
20006, between the hours of 9:00 a.m.
and 4:00 p.m. A copy of these documents
may be obtained by mail from the PBGC
Disclosure Officer (190) at the above
address.

FOR FURTHER INFORMATION CONTACT.
Deborah Murphy, Attorney, Corporate
Policy and Regulations Department
(611), Pension Benefit Guaranty
Corporation, 2020 K Street, NW.,
Washington, D.C. 20005; (202) 254-4860
(not a toll-free number).
SUPPLEMENTARY INFORMATION:

Background

Under section 4204(a) (1) of the
Employee Retirement Income Security
Act of 1974 ("ERISA"), a sale of assets
by an employer that contributes to a
multiemployer pension plan will not
constitute a withdrawal from the plan if
certain conditions are met. One of these
conditions is that the purchaser furnish
a bond or escrow for five plan years
after the sale.

ERISA section 4204(c) authorizes the
Pension Benefit Guaranty Corporation
("PBGC") to grant exemptions from the
purchaser's bond/escrow requirement of
section 4204(a)(1)(B). Under § 2043.3(a)
of the PBGC's regulation on variances
for sales of assets (29 CFR Part 2643),
the PBGC will approve a request for an
exemption if it determines that approval
of the request is warranted, in that it-

(1) Would more effectively or
equitably carry out the purposes of Title
IV of ERISA; and

(2) Would not significantly increase
the risk of financial loss to the plan.

The legislative history of section 4204
indicates a Congressional intent that the
sales rules be administered In a manner
that assures protection of the plan with
the least practicable intrusion into
normal business transactions.

ERISA section 4204(c) and § 2643.3(b)
of the regulation require the PBGC to
publish a notice of the pendency of an
exemption request in the Federal
Register, and to give interested parties
an opportunity to comment on the
proposed exemption.

Decision

On March 9, 1984 (49 FR 9039), the
PBGC published a notice of the
pendency of a request from Beloit
Manhattan, Inc. ("Beloit"), for an
exemption from the bond/escrow
requirement of ERISA section
4204(a)(1)[B), in connection with the
purchase by Belolt of the assets of the
Huntington Roll Cover Division of
Buckhorn, Inc., ("Buckhorn"), located in
Federal Way, WA. The sale of assets
was effective on October 1,1932. No
comments were received in response to
the notice.

In connection with the sale, Beloit
assumed Buckhorn's obligation, under a
collective bargaining agreement with the
Teamsters Local 763, to contribute to the

Western Conference of Teamsters
Pension Trust Fund (the "Fund'.
Buckhorn's potential iAthdrawal
liability to the Fund is estimated at
$35,885. The amount of the bond/escrow
required under ERISA section
4204(a)(1])B) is $29,212 (Buckhoru's
required annual contributions for the
plan year preceding the sale).

Beloit asked that its exemption
requests be granted on the ground that
the bond/escrow amount is da ninimus
when compared with the average annual
contributions to the Fund, totaling
approximately $460 million, which vere
made by all employers together for the
three plan years preceding the year of
sale. The bond/escrow amount is less
than one-tenth of one percent of tlus
average total contribution figure.

Based on the facts of this case and the
representations and statements made in
connection with the exemption request,
the PBGC has determined that an
exemption from the bond/excrow
requirement is warranted, in that it
would more effectively carry out the
purposes of Title IV of ERISA and would
not significantly increase the risk of
financial loss to the plan. Therefore, the
PBGC hereby grants Beloit's request for
an exemption from the bond/escrow
requirement of section 4214(a)(1](B). The
granting of such an exemption does not
constitute a determination by the PEC
that the transaction satisfies the other
requirements of section 4204(a)(1]. That
determination is made by the plan
sponsor.

Lsued at Washington. D.C. on this 16!h day
of June. 1934.
C. C.Tharp,
Executire Director, Penszon Benefit Guaranty
Corporation.

e =13 CODE 77Cl,-O1-U

[Relea;o No. 21063; SR-AMEX-84-16]

American Stock Exchange, Inc., Filing
and Order Granting Accelerated
Approval of Proposed Rule Change

June 181934.
Pursuant to Section 19(b](1) of the

Securities Exchange Act of 1934 (the
*"Act"), 15 U.S.C. 78sb)(1), notice is

hereby given that on May 31,1934, the
American Stock Exchange, Inc.
("Amex"), 88 Trinity Place New York,
New York 10006, filed with the
Securities and Exchange Commission
the proposed rule change as described
herein. Thi Commission is publishing
this notice to solicit comments on the
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proposed rule change from interested
persons.

The rule change would conform Antex
Rule 911 (Communications to
Customers) to recent SEC amendments
to Rule 134a under the Securities Act of
1933 relating to the content of written
options materials disseminated to the
public.i The purpose of the rule change
is to allow offerors of option products to
include certain explanatory information
in advertisements for'those products
and permit a fuller explication of the
nature of newly developed options
products. Specifically, the rule change
would eliminate the previous
requirement that written materials
disseminated to the public contain a
legend indicating the name and address
of a person from whom an Options
Clearing Corporation prospectus can be
obtained. Since the options disclosure
documents(s), not the Options Clearing
Corporation prospectus, advises
potential customers of the risks and uses
of listed options, it is unnecessary to
indicate the name and address of a
person from whom a prospectus can be
obtained. The rule change would also
permit the identification of certain
specific securities, namely, those exempt
from registration under the 1933 Act,
options on such exempt securities and
index options.

Copies of the-submission, all
subsequent amendments, all written
statements with respect to the proposed
rule change which are filed with the
Commission and all written
communucations relating to the proposed
rule change between the Commission
and any person, other than those which
may be withheld from the public in
accordance with the provisions of 5
U.S.C. 552, will be available for
inspection and copying at the
Commission's Public Reference Room,
450 Fifth Street, NW., Washington, D.C.
20549. Copies of the filing and of any
subsequent amendments also will be
available for Inspection and copying at
the principal office of the above!
mentioned self-regulatory organization.

The Commission finds that the
proposed rule change is consistent with
the requirements of the Act and the
rules and regulations thereunder
applicable to a national securities
exchange, and, in particular, the
requirements of section 6, and the rules
and regulations thereunder.

The Commission finds good cause for
approving the proposed rule change
prior to the turtieth day after the date of
publication of notice of filing thereof, in
that the proposed rule change conforms

'See Securities Act Release No. 33-6518, March
22.1984.

Amex Rule 991 with recentamendments
to Rule 134a of the Securities Act of
1933, which were published in the
Federal Register for comment,
considered and approved by the
Comnussion.

It is therefore ordered, pursuant to
section 19(b)(2) of the Act, that the
proposed rule change referenced above
be, and hereby is, approved.

For the Comnussion, by the Division of
Market Regulations pursuant to delegated
authority.
George A. Fitzsimmons,
,Secretary.
IFRDoc. 84-16730 Filed 6-21-84; &45 am]
BILLING CODE 8010-01-M

SECURITIES AND EXCHANGE

COMMISSION

[Release'No. 21062, (SR-Amex-84-9)]

American Stock Exchange, Inc.; Order
Approving Proposed Rule Change

June 18,1984.
The American Stock Exchange

("Amex"), 86 Trinity Place, New York,
NY 10006, submitted on March 12, 1984,
copies of a proposed rule change
pursuant to section 19(b)(1] of the
Securities Exchange Act of 1934 (the
"Act") and Rule 19b-4 thereunder to
implement-on a twelve-month pilot basis
an optional procedure permitting a
newly listed company to choose the
specialist unit in its stock from a list of
seven specialist units selected by the
Exchange's Committee on Equities
Allocation ("Allocations Committee").
The proposal would, however, give the
issuer the option of allowing the Amex
to continue to select the specialist for its
securities under the current allocation
system. The proposal also provides that,
whether or not a newly listed company
chooses to participate in selection of the
specialist unit, if a newly listed
company becomes dissatisfied for any
reason with its specialist unit within the
first year of listing, it would be
permitted to request a change.'

-Such request, however, could not be made until
at least 120 days after the commencement of
trading The company is required to furnish an
explanation of the reasons for its dissatisfaction.
The Exchange will reallocate the stock within 30
days. if attempts at counseling the company-and the
specialist unit fall. In any such reallocation, the
Exchange would follow its current allocation
procedures without any imput from the issuer. The
Exchange has informed the Commssionutaff that
under thls proposal the initial selection of a unit
would be a conditional allocation, and therefore, no
adverse inferencewould be drawn if a stock was
reallocated away.Under the proposal, a company
could invoke the reallocation request only once
during the first year of its listing.

Notice of the proposed rule change
together with the terms of substance of
the proposed rule change was given by
the issuance of a Commission Release
(Securities Exchange Act Release No.
20786, March 22,1984) and by
publication in the Federal Reglstor (49
FR 12786, March 30,1984). No comments
were received with respect to the
proposed rule filing.

L Introduction and Background

Amex, like the other stock exchanges,
currently allocates new listings to
specialist units in part on the basis of
their on-floor performance as measured
by both objective and subjective criteria
established by the Exchange. 2 Under the
current system, the Amex Allocations
Committee selects what It believes to bo
the specialist unit best qualified to
handle the particular new listing. After
narrowing the list of possible choices to
what the Allocations Committee
believes are the ten best qualified units,
it gives the issuer the option to eliminate
up to three units before making the final
selection.

Amex believes that this proposal,
allowing the issuer, rather than the
Exchange, to be the final decision-maker
regarding the choice of the specialist
unit, will enable It to attract new listings
and new capital to the floor of the
Exchange. Amex contends that
prospective listed companies desire
greater involvement in the selection
process and that the limited role
assigned to a prospective listee under
the current Amex system may be a
significant disincentive to listing with
the Exchange. Amex believes that the
"issuer choice" proposal would
accomplish this goal, while still
preserving the incentive system of the
performance-based allocation
procedures.

The Commission has determined to
approve the Amex's proposed
procedures on a twelve month pilot
basis. Although, as discussed below, the
Commission has some reservations
about giving Amex issuers the ability to
-make a final selection of a specialist for
its stock, the Commission believes that
the Amex has built into the system a
sufficient number of safeguards to meet
some of the concerns raised by the
issuer choice approach. Thus, while
Amex believes that such procedures

"The Amex submitted for Commission approval
its procedures for the evaluation of equities
specialist performance and for the allocation and
reallocation of equities. See File No. SR-Amox43-
27, Securities Exchange Act Release No. 20353
(November 4.1983). 48 FR 51992 (November IS.
1983). The Commission is currently in the process of
reviewing these procedures.

I I ° " 
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may have a beneficial impact on its
competitive position as a primary
market for equity securities, the
Commission finds that the proposal
nevertheless retains incentives for
quality specialist performance.

H. Specialist Performance Evaluation
and Allocation of New Listings

Pursuant to Amex Rule 170,3 the Amex
has designed specialist evaluation
procedures and procedures for the
reallocation of securities as a result of
substandard performance. The
performance of a specialist is evaluated
ona routine oasis by Amex floor
brokers, the Amex Performance
Committee 4 and Exchange staff, and the
data obtained from these sources is used
by the Performance Committee to
evaluate specialists and to suspend a
specialist's registration in a stock as a
result of poor performance. The data is
also used by the Allocations
Committee "to allocate new listings.

When the Amex has approved a new
issue for listing, the Allocations
Committee will convene to select a
specialist unit for the issue. All units,
except those which are precluded from
allocations due to poor performance
ratings,6 are deemed to have applied for
every new issue to be allocated.

3Under Rule 170. if the Amex determines that a
specialist substantially or continuously fails to
engage in a course of dealings reasonably
calculated to assist m a fair and orderly market or
fails to meet other specified performance standards
which are conditions for continued registration as a
specialist, it may suspend or revoke the specialist's
registration in one or more of the securities in which
he is registered.

4The Performance Committee is appointed by the
Board and is charged with evaluating specialist
performance as well as talung appropnata
corrective action to improve the quality of Amex
markets. The Committee is composed of
approximately 20 floor members, including five floor
governors, representing specialists, registered
traders, and brokers, all of whom are Exchange
officials or floor officials.

"The Allocations Committee has been delegated
authority by the Board to allocate and reallocate
securities to specialist units.

6The Amex employs two major evaluation tools
in assessing specialist performance: (1) The
specialist unit evaluation questionnaire
("questionnaire' which elicits the opinions of floor
brokers as to the overall performance of a specialist
unit, and (2) the Performance Committee evaluation
ratings, based on specific trading irregularities
detected by exchange staff and reviewed by the
Committee. On a quarterly basis. the Exchange
distributes the questionnaire to floor brokers and
registered traders who evaluate the performance of
specialist units based on their floor contact with
them. The identity of and specific comments
provided by evaluators is confidential. Four
categories of specialist performance are evaluated-
fiduciary responsibility, specialist unit staffing.
communication and auction market maintenance.
Members use a 1 (highest) to 5 (lowest) rating
system. Brokers may also indicate no opmon due to
insufficient contact with a particular unit.

The Performance Committee also provides a
quarterly rating oft to 5 for each unit based on the

In selecting a specialist unit, the
Allocations Committee first complies a
list of the ten specialist units considered
most eligible for listing. From this list, an
issuer that desires to have a role m the
selection of its specialist may eliminate
up to three of the ten units. The
Allocations Committee will then
reconvene to make the final choice from
the remaining seven units. Under the
current system, the Allocations
Committee selects a specialist unit
based on a number of performance-
related criteria, as well as a number of
additional factors regarding the
suitability of a particular unit to the
stock to be allocated. 7 Thus, under the
Amex system, a specialist chosen for the
new stock will not necessarily be the
specialist unit that has received the
highest ratings. Rather, the Allocations
Committee will base its final decision on
a variety of factors m addition to
performance criteria, such as the size of
the unit and capital requirements for
handling the new stock, as well as
factors internal to the Amex stock
allocation system itself, such as whether
the unit recently has been allocated a
stock or whether it has recently lost a
stock. The Allocations Committee, vail,
in effect, allocate a newly listed stock to
the specialist unit considered "best
suited" to handle that stock.

m. Discussion

The Amex evaluation system
currently appears designed to further
two ends: (1) That specialists receiving
performance ratings above some
nummum level are entitled to receive at
least some allocations, and (2) that
superior performance will result in a
specialist unit receiving more desirable
allocations and a greater number of
allocations. Thus, although the current
stock allocation procedure allocates
newly listed stocks to a substantial
percentage of all Amex specialist units,
the system provides significant
incentives for specialists to provide the
highest quality markets possible.

number and severily of trading Ins Zuilics
considered by the Committce. R.ormanco
Committce proce-dures ore dLcen:cd
comprehensively in SR.Amex-03-2?. S&a note 2
.upru.

A unit re-iving a corea of 4 ors on either tho
quarterly qucstionnaire or Pcrformanca Committco
rath3 Is automatically prcclud7d from applyr3 for
new allocations until its ratings improve.

'The Allocations Committee will re :lve a
summary statistics sheet complcd by th3 Tradir3
Analysis Division. which Includes. among other
things, performance and questionnalre ralir;so.
average principal participation for the most recent 6
months, average daily volume per active spcial t
for equities and options for the most recent 12 and 3
month period, and the number of issues alloatcd in
the last 12 months.

The Amex proposal might weaken the
link between new stock allocations and
superior specialist performance, since
the choice of specialist by the newly
listed company would not longer be
based in large part on the specialists'
ratings under Amex's current
procedures. Under the Amex proposal,
performance criteria would be used only
to determine which specialists would be
among the seven finalists presented to
the issuer. Each specialist qualifyng as
one of the seven suggested to the issuer,
regardless of his relative performance
ranking, would have the opportunity to
be chosen by the Issuer. The proposal
could undermine the goals of the
allocation system (1) by jeopardizing
Amex's policy of distributing allocations
to as many qualified specialists as
possible, and (2) by no longer assurmg
top rated specialists that they will
receive the bulk of the most desirable
new stock allocations.

Specialists may perceive that their
concerns about the quality of their
performance need extend only to their
ability to be chosen among the seven
units recommended to the issuer and
thus may shift their focus principally
from performance-based concerns to
promotional efforts designed to increase
their visibility to prospective listees. The
proposal may encourage a closer
interrelationship between specialist and
issuer, thereby creating the appearance
of impropriety and the possibility of
conflict of interest that the current
system avoids by distancing issuers
from the stock allocation decision.8

Questions also exist as to whether the
Issuers will have the information or
experience to enable them to make an
informed decision as to their choice of
specialist.9 Issuers may be inclined to
choose specialists that are well-knon
or well-publicized, and m the process,
fail to choose smaller, high quality units
that lack the public visibility of their
larger or more publicity-oriented
competitors. In response to the concerns
noted above, the Amex has stated its

'The CommL-tlon frst documnnt-d the prob!e-s
resulting from ,er-or e-ialist relatinship3 in thz
r. t,,.k a to,=ation pro '1 In the SEC StfafRpst 02

amz'hnsno~omsf.ondRgacms of
Coname of cfb of ae Ameican= Stf-u
Evabarja- I.Z7: SccaRspaztof SeczaIStu&, cf Lhe
ScznurCS s.Aei H.R. Duo. No. G5. 2.~th Cong.. 1st
S a. Pt. 4 pp. 774-775 (1 r3).

$Am x ha informed the Cmmismosn staff that It
will pmeiida the nevwly listed company only with a
limitcl amount of Information. nclding the names
of thu cec-n units, the nam s of tha partnms m each
of t uita and te list of stocks n whvih th2 unit
spe.ializes. S;pe,£ically. performance ratin.s will
not ha made available to the companies. Over the
course of th2 pilot. Amex will be conaidenng the
nature and am-unt of additional information it will
offr to the sam.
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belief that issuers who elect to choose
the specialist would likely do so on an
informed basis by consulting their
investment bankers and members of
their corporate finance department.
They would also solicit the opinops of
the corporate "grapevine" (such as
officers of other companies listed on
Amex and their investment bankers) in
order to evaluate the various Amex
specialists. Indeed, the Amex also has
stated that an issuer's decision might, if
anything, be based more completely on
trading performance than are the
present allocation decisions. In
particular, issuers would not be required
to weigh which firms had not recently
received a desirable allocation in
making their decision.

The Exchange has informed the
Commission that it will be closely
monitoring trading in those companies
participating m the pilot, as well as
those specialist units allocated stock
under the procedures. 0 In addition,
Amex has agreed to include in the
proposed one-year pilot certain
provisions to respond to the possibility
that the new procedures could increase
the likelihood that specialists will
develop inappropriate or prohibited
relationships with issuers. " First, when
a prospective company has decided to
list on the Amex, specialist units will be
barred from contacting the company for
the purpose of influencing its decision.
Once the Allocations Committee has
selected the seven units, each unit will
be notified and instructed that it may
not initiate any further communication
with the company. If the company
wishes to interview the individual
specialist units, the Exchange will
arrange these interviews, providing all
the units with an equal opportunity to
meet with the company. Second,
specialists will be advised that they
must notify the Amex Marketing
Department of any contact they wish to
initiate with unlisted companies as well
as of any unplanned contacts that occur
with prospective issuers, 12 Third, as part

"5 The Exchange lies informed the Commission
staff that it will place special emphasis on analyzing
the trading patterns and positions of a specialist
unit for appropriate periods both prior to and
subsequent to the public announcement by a listed
company of significant financial news or Important
corporate developments. The Exchange will also
monitor closely abrupt liquidations of short
positions or increases in long positions which are
followed by announcements of favorable news (or
similar liquidations of long positions or increases m
short positions m the case of unfavorable news].

uSee letter from Robert J. Birnbaum. President, of
Amex. to Richard Ketchum. Associate Director,
Division of Market Regulation, dated May 8, 1984.

"The Exchange specifically has reserved the
right to request specialist units to avoid making
such contacts if it believes in any particular case

of the Amex's marketing effort,
individual specialists sometimes
accompany Exchange staff personnel to
prospective listees to familiarize them
with the auction market operation and,
in particular, the role of the specialist in
the market. The Amex is aware that
participation in this program offers the
opportunity for a specialist to meet
prospective listees and, thus, may affect
the decision of companies that
subsequently decide to list with the
Exchange. To minimize their potential
bias, the Exchange has provided for a
procedure whereby all specialist units
have an equal opportunity to participate
in the marketing program.1 3 The
Commission emphasizes that it will
itself monitor over the next twelve
months Amex's operations with respect
to both quality of markets andissuer-
specialist relationships.

Despite the various possible concerns
-noted above, the Commission is aware
of and is sensitive to the strong
competition within the equity markets
today for new listings. Amex is arguably
competitiviely disadvantaged by the fact
that issuers are often capable of
influencing their investment bankers to
make a market m their security in
NASDAQ, while they have no effective
role in the selection of an Amex
specialist for their stock. Amex has
indicated to the Commission staff that
issuers will consult their investment
bankers in making their selection and
that those firms will generally be able to
provide as accurate an evaluation of the
relative quality of specialist units as the
performance-based criteria. We are
persuaded that the Amex should be
given the flexibility to experiment with a
plan that may positively affect its
competitive posture. The Commission
believes that, with the implementation
of the proposed safeguards, the pilot
may produce some important data as to
the impact of issuer choice on the Amex
specialist evaluation procedures and the
Amex markets m general.

For the reasons discussed above, the
Commission finds the proposed rule
change is consistent with the

that such activities could hinder Its marketing effort
or would otherwise be Inappropriate.

iSEach unitwill be adked to designate a
representative to accompany personnel on visits to
companies, who will also become familiar with the
Amex marketing program. All visits will be
conducted with Exchange officers and marketing
personnel present. Participation. which is voluntary,
will be organized principally on a rotating basis.
The Exchange will specifically rnform the specialist
that their function on these visits is not to promote
themselves but rather to focus their efforts on
representing Exchange interests. In addition, the
specialists will be mformed that their participation
in the marketing process has no relation to whether
their unit is included on the list presented to the
compakiy.

requirements of the Act applicable to a
national securities exchange, and, In
particular, with the requirements of
section 6 of the Act and the rules and
regulations thereunder.

It is therefore ordered, pursuant to
section 19(b)(2) of the Act, that the
above-mentioned proposed rule change
be, and hereby is, approved.

By the Commission.
George A. Fitzslmmons,
Secretary.

R D=. 84-16737 Filed 0-21-W; &45 a-rm
BILLNG CODE 8010-01-M

[Release No. 21064; (SR-CBOE-84-13)]

Chicago Board Options Exchange,
Inc., Order Approving Proposed Rle
Change

June 18, 1984.
The Chicago Board Options Exchange,

Incorporated ("CBOE"), LaSalle at Van
Buren, Chicago, IL 60805, submitted on
April 2, 1984, copies of a proposed rule
change pursuant to section 19(b)(1) of
the Securities Exchange Act of 1034 (the"Act"J and Rule 19b-4 thereunder, to
give a Board Broker or Order Book
Official ("OBO"), prior to an opening of
trade, discretion not to display, or to
remove from display, high bids or low
offers where such bids or offers appear
to be materially away from the expected
market In that series. Under the
proposal, these orders would be treated
as market orders.

Notice of the proposed rule change,
together with the terms of substance of
the proposed rule change, was given by
the issuance of a Comnission Release
(Securities Exchange Act Release No.
20881, April 13,1984) and by publication
In the Federal Register (49 FR 17050,
April 24,1984). No comments were
received with respect to the proposed
rule change.

The Commission finds that the
proposed rule change is consistent with
the requirements of the Act and the
rules and regulations thereunder
applicable tO a national securities
exchange and, In particular, the
requirements of section 6, and the rules
and regulations thereunder.

It is therefore ordered, pursuant to
section 19(b)(2) of the Act, that the

'As originally submitted, the text of the proposed
rule change stated that the OBO would have
discretion not to display. or remove from display,
the highest bid or lowest offer In his book.
Amendment No. I submitted on June 7, 1984 amends
the text of the proposed rule change to clarify that
this discretion extends to all high bids or low offers
that appear to be materially away from thd
expected market in that series.

I I
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above-mentioned proposed rule change
be, and hereby is, approved.

For the Comnussion, by the Division of
Market Itegulation pursuant to delegated
authority.
George A. Fitzsimmons,
Secretary.
[FR D=. 84-16735 Filed 6-2i-54 &45 am]
BlULING CODE 8010-01-M

SMALL BUSINESS ADMINISTRATION
[License No. 01/01-0331]
Advent V Capital Company LP;
Application for a License To Operate
as a Limited Partnership Small
Business Investment Company (SBIC)

Notice is hereby given that an
application has been filed with the
Small Business Administration (SBA)
pursuant to § 107.4 of the Regulations
governing SBIC's (13 CFR 107.4 (1983)]
under the name of Advent V Capital Co.
Limited Partnership, 45 Milk Street,
Boston, Massachusetts 02109 for a
License to operate in the New England
area as a Limited Partnership SBIC
under the provisions of the Small
Business Investment Act of 1958 (Act),
as amended (15 U.S.C. 661 et seq.).

The partnership will begin operations
with private capital of $20,935,000.

The General Partner of the
Partnership is T/A Associates Co., 45
Milk Street, Boston, Massachusetts
02109.

The general partners of T/A
Associates Co. are:
Peter A. Brook, 45 Milk Street, Boston,

Massachusetts 02109
C. Kevin Landry, 45 Milk Street, Boston,

Massachusetts 02109
David D. Croll, 45 Milk Street, Boston,

Massachusetts 02109
P. Andrew McLane, 45 Milk Street.

Boston, Massachusetts 02109
Jeffery T. Chambers, 45 Mlk Street,

Boston, Massachusetts 02109
Michael A. Ruane, 45 Milk Street,

Boston, Massachusetts 02109
Jacqueline C. Morby, 45 Milk Street,

Boston, Massachusetts 02109
Richard H. Churchill, Jr., 45 Milk Street,

Boston, Massachusetts 02109
Matters involved in SBA's

consideration of the application include
the general business reputation and
character of the proposed General
Partner and the reasonable prospects for
successful operations of the SBIC under
its management mcluding adequate
profitability and financial soundness in
accordance with the Act and
Regulations.

Notice is further given that any
interested person may (not later than 30
days from the publication of this Notice)
submit written comments on the

application to the Deputy Associate
Administrator for Investment, Small
Business Administration, 1441 "L"
Street, NW., Washington. D.C. 20416.

A copy of this Notice will be
published m a newspaper of general
circulation in the Boston Area.
(Catalog of Federal Domestic Assistance
Program No. 59.011. Small Business
Investment Companies)

Dated: June 15,1934.
Robert G. Lineberry,
DeputyiAssocateAdminzstratorfor
Investment
[MR Der- St-1L247 Fled2 C-1-A, r,'5 crm]
BILLING CODE 8325-01-M

[License No. 02/02-0478]
ASEA-Harvest Partners II; Application
for a License To Operate as a Limited
Partnership Small Business
Investment Company (SBIC)

Notice is hereby given that an
application has been filed with the
Small Business Administration (SBA)
pursuant to § 107.4 of the Regulations
governing SBIC's (13 CFR 107.4 (1933))
under the name of ASEA-Harvest
Partners II, 767 Third Avenue. New York
New York 10017 for a License to

operate m the New York area as a
Limited Partnership SBIC under the
provisions of the Small Business
Investment Act of 1958 (Act), as
amended (15 U.S.C. 661 et seq.).

The partnership wiAll begin operations
with private capital of S1,C00.000.

The General Partners of the
Partnership are individuals located at
the abovementioned address and they
are:
Harvey J. Werthei, 767 Third Avenue,

New York, New York 10017
Harvey Mallement, 767 Third Avenue,

New York, New York 10017
Cloyd E. Marvin, 767Third Avenue,

New York, New York 10017
The sole limited partner is ASEA

Venture Capital Inc., a New York
Corporation wholly owned by ASEA.
Inc., a U.S. subsidiary of ASEA AB, a
publicly held Swedish Corp. The
applicant has entered into a
management advisory contract with
Harvest Venture, Inc., 767 Third Avenue,
New York, New York 10017 The general
partners are also officers and directors
of the advisor.

Matters involved in SBA's
consideration of the application include
the general business reputation and
character of the proposed General
Partners and the reasonable prospects
for successful operations of the SBIC
under its management including
adequate profitability and financial
soundness in accordance with the Act
and Regulations.

Notice is further given that any
interested person may not later than
July 23.1934, submit vritten comments
on the application to the Deputy
Associate Administrator for Investment,
Small Business Administration. 1441 "L"
Street, NW., Washington. D.C. 20416.

A copy of this Notice will be
published m a newspaper of general
circulation in the New York City Area.
(Catalog of Federal Domestic Assistance
Program No. 59.011. Small Bus=s
Investment Companies)

Dated. June 15. 1934.
Robert G. Lineberry,
Deputy;AssocateAdmutratorfor
Investment
[F D_ C.1-43 F4'- i C-2i-- a 45 a

[Declaration of Disaster Loan Area #2146]

Mississippi; Declaration of Disaster
Loan Area

Coahoma County in the State of
Mismssippi constitutes a disaster area
because of damage caused by tornadoes
and high winds wich occurred on April
29,1934, through May 2,1934.
Applications for loans for physical
damage may be filed until the close of
business on August 13,1934, and for
economic injury until the close of
business on March 14,1935, at the
address listed below: DisasterArea 2
Oftice, Small Business Administration,
Richard B. Russell Federal Building, 75
Spring Street SW., Suite 822, Atlanta,
Georgia 30303, or otheriocally
announced locations.

Interest rates are:

The number assigned to tis disasteris 214610 for physcal damage and for
econoic injury the number is 618200.

(Catalog of Federal Domestic Assistance
Program Nos. 53002 and 59003]

Dated: June 14. 1934.
James C. Sanders,
Admnzstrator.
[Mr :. C-iCsi r2 1 C--44 a=)
BLL!NG CODE 5525-01-M

Region VI Advisory Council; Public
Meeting

The Small Business Administration.
Region VI Advisory Council. located in
the geographical area of Phoemx.
Arizona, will hold a public meeting on
Thursday, July 25,1934, at the Beefeater
Restaurant, 300 West Camelback,
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Phoenix, Arizona, to discuss such
matters as may be presented by
members, staff of the Small Business
Administration, or others present.

For further information, write or call
Walter Fronstin, District Director, U.S.
Small Business Administration, 3030
North Central Avenue, Suite 1201,
Phoenix, Arizona 85012, telephone (602)
241-2206.

Dated: June 15, 1984.
Jean M. Nowak,
Director, Office of Advisory Councils.
[FR Doc. 84-15645 Filed 6-21-84; 8:45 am]
BILNG CODE 8025-01-M

VETERANS ADMINISTRATION
Agency Forms Under OMB Review
AGENCY: Veterans Administration.
ACTION: Notice.

The Veterans Administration has
submitted to 0MB for review the
following proposals for the collection of
information under the provisions of the
Paperwork Reduction Act (44 U.S.C.
Chapter 35). This document contains
extensions and lists the following
information: (1] The Department or Staff
Office issuing the form; (2) The title of
the form; (3) The agency form number, ff
applicable; (4) How often the form must
be filled out; (5) Who will be required or
asked to report; (6) An estimate of the
number of responses; (7) An estimate of
the total number of hours needed to fill
out the form; and (8) An indication of
whether section 3504(h) of Pub. L. 96-511
applies.
ADDRESSES: Copies of the forms and
supporting documents may be obtained
from Patricia Viers, Agency Clearance
Officer (732), Veterans Administration,
810 Vermont Avenue, NW., Washington,
DC 20420, (202] 389-2146. Comments and
questions about the items on this list
should be directed to the VA's 0MB
Desk Officer, Dick Eisinger, Office of
Management and Budget, 726 Jackson
Place, NW, Washington, DC 20503, (202)
395-6880.
DATES: Comments on the information
collections should be directed to the
OMB Desk Officer within 60 days of this
notice.
DATED: June 19, 1984.

By direction of the Administrator.
Domnick Onorato,
Associate DeputyAdmimnistrator for
Information Resources ManagemenL
Extensions

1. Department of Veterans Benefits.
2. VA Request for Determination of

Reasonable Value/HUD Application for
Property Appraisal and Commitment.

3. VA Form 26-1805/HUD 92800-1.

4. On occasion.
5. Individuals or households.
6. 448,000 responses.
7 89,600 hours.
8. Not applicable.

1. Department of Veterans Benefits.
2.'Enrollment Certification (Under 38

U.S.C. 32, 34 or 35).
3. VA Forms 22-1999,22-1999-1 and

22-1999-2.
4. On occasion, quarterly, semi-

annually, or each school term.
5. Individuals or households, State or

local governments, Farms, Businesses or
other for-profit, Federal agencies or
employees, Non-profit institutions, Small
businesses or organizations.

6. 76,899 responses.
7 286,667 hours.
8. Not applicable.

* * * * *

1. Department of Veterans Benefits.
2. Notice of Lapse.
3. VA Forms 29-389 and 29-389-1.
4. On occasion.
5. Individuals or households.
6. 25,000 responses.
7 4,166 hours,
8. Not applicable.

1. Department of Veterans Benefits.
2. Request for Supplemental

Information on Medical and Non-
Medical Applications.

3. VA Form 29-615.
4. On occasion.
5. Individuals or households.
6.15,000 responses.
7. 5,000 hours.
8. Not applicable.

* * * t*f e

1. Department of Veterans Benefits.
2. Application for Ordinary Life

Insurance (at age 65) and Information
about Modified Life Insurance
Reduction and Replacement Features
(age 65).

3. VA Forms 29-8485 and 29-8700.
4. On occasion.
5. Individuals or households.
6. 6,818 responses.
8. 568 hours.
8. Not applicable.

* *

1. Department of Veterans Benefits.
2. Application for Ordinary Life

Insurance (at age 70) and Information
about Modified Life Insurance
Reduction and Replacement Features
(age 70).

3. VA Forms 29-8485a and 29-8701.
4. On occasion.
5. Individuals or households.
6. 6,818 responses.
7 568 hours.
8. Not applicable.

1. Department of Veterans Benefits.
2. Notice-Payment Not Applied.

3. VA Form 29-4499a.
4. On occasion.
5. Individuals or households.
6. 2,000 responses.
7 500 hours.
8. Not applicable.

1. Department of Veterans Benefits.
2. Application for Accrued Benefits by

Veteran's Surviving Spouse, Child or
Dependent Parent.

3. VA Form 21-551.
4. On occasion.
5. Individuals or households.
6.1,000 responses.
7 333 hours.
8. Not applicable.

* * * * *

1. Department of Veterans Benefits.
2. Employment of Questionnaire,
3. VA Form 21-4140.
4. On occasion.
5. Individuals or housholds.
6. 45,480 responses.
7 3,790 hours.
8. Not applicable.

1. Department of Veterans Benefits.
2. Application for Accrued Amounts

of Veteran's Benefits Payable to Widow,
Widower, Child, or Dependent Parent.

3. VA Form 21-614.
4. On occasion.
5. Individuals or households.
6. 8,000 responses.
7 4,000 hours.
8. Not applicable.

* * * * *

1. Department of Veterans Benefits.
2. Obtaining Supplemental

Information from Hospital or Doctor.
3. VA Form Letter 29-551b.
4. On occasion.
5. Individuals or households.
6. 250 responses.
7 125 hours.
8. Not applicable.

* * * *

1. Department of Veterans Benefits,
2. Information from Remarried

Widow/er.
3. VA Form 21-4103.
4. On occasion.
5. Individuals or households.
6. 22,000 responses.
7 7,333 hours.
8. Not applicable.

1. Department of Veterais Benefits.
2. Student Beneficiary Report-REPS.
3. VA Form 21-8938.
4. Annually.
5. Individuals or households.
6. 10,000 responses.
7 3,333 hours.
8. Not applicable.

[FR Doc. 84-16310 Filed 6-21-84:8:45 am)
BILNG CODE 8320-01-M
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1
FEDERAL TRADE COMMISSION
TIME AND DATE: 2:00 p.m., Wednesday,
June 20,1984.
PLACE: Room 532, (open); Room 540
(closed] Federal Trade Commission
Building, 6th Street and Pennsylvama
Avenue, NW., Washington, D.C. 20580.
STATUS: Parts of this meeting will be
open to the public. The rest of the
meeting will be closed to the public.
MATTERS TO BE CONSIDERED: Portions
Open to Public:

(1) Oral Argument in Boise Cascade Corp.,
Docket No. 9133.

Portions closed to the Public:

(2) Executive Session to follow Oral
Argument in Boise Cascade Corp., Docket No.
9133.

CONTACT PERSON FOR MORE
INFORMATION: Susan B. Ticknor, Office
of Public Affairs: (202] 523-1892;
Recorded Message: (202] 523-3805.
Emily H. Rock,
Secretanr.
[FR D=o. 84-167M0 Filed 6-20-4:9.31 am]
BILLNG CODE 6750-01-M

2

UNITED STATES POSTAL SERVICE BOARD
OF GOVERNORS

Meeting
The Board of Governors of the United

States Postal Service, pursuant to its
Bylaws (39 CFR 7.5] and the
Government m the Sunshine Act (5
U.S.C. 552b], hereby gives notice that it
intends to hold meetings at 1:00 p.m. on
Monday, July 9,1984, in Washington,
D.C., and at 8:30 a.m. on Tuesday, July
10, in the Benjamin Franklin Room, U.S.
Postal Service Headquarters, 475
L'Enfant Plaza, SW., Washington, D.C.
As indicated in the following paragraph,
the July 9 meeting is closed to public

observation. The July 10 meeting is open
to the public. The Board expects to
discuss the matters stated in the agenda
which is set forth below. Requests for
information about the meetings should
be addressed to the Secretary of the
Board, David F. Hams, at (202) 245-
3734.

At its meeting on June 5,1934, the
Board voted in accordance with the
provisions of the Government in the
Sunshine Act to close to public
observation its meeting scheduled for
July 9. (See 49 FR 24248, June 12,1984.)
The agenda item of the meeting to be
closed concerns strategic planning m
connection with collective bargaining
negotiations involving parties to the
1981 National Agreements, between the
Postal Service and four labor
organizations representing certain
postal employees, which are scheduled
to expire in July 1984.

Agenda

Monday Session, July 9 (Closed)
1. Strategic Planning-Collective

Bargaining.

Tuesday Session, July 10 (Open)
1. Minutes of the Previous Meeting, June 4-

5,1984.
2. Remarks of the Postmaster General. (in

keeping with its consistent practice, the
Board's agenda provides this opportunity for
the Postmaster General to inform the
Members of miscellaneous current
developments concerning the Postal Service.
Nothing that requires a decision by the Board
is brought up under this item.)

3. Report on Operations Group Programs.
(Mr. Jellison. Senior Assistant Postmaster
General, Operations Group, will provide a
report on Operations Group programs.)

4. Briefing on status of the Neighborhood
Distribution and Collection Box Unit
Program. (Mr. Hagburg, Assistant Postmaster
General. Delivery Services Department. will
brief the Board on the status of the
"clusterbox" program.)

5. Review of Public and Employee
Communications Programs. (Ms. Layton.
Assistant Postmaster General, Public and
Employee Communications Department, will
report on communications and public affairs
programs.]

6. Consideration of tentative agenda for the
August 6-7,1934, meeting of the Board in
Cleveland. Ohio.
David F. Harris,
Secretary.
[FR Dar. 64-i3 F&3, 0-Z-CA 0.15 ;m

11111N CODE 7710-12-1

3

TENNESSEE VALLEY AUTHORITY

[Meeting No. 13321

TIME AND DATE: 6:00 p.m. [CDT],
Tuesday, June 26,1983.
PLACE: Jaycee Civic Center, 2701 Park
Avenue, Paducah, Kentucky.
STATUS. Open.

AGENDA ITEMS: Approval of minutes of
meeting held on June 11, 1934.

C-Power Items
C1. Amendment to power contracrwith

Bowater Incorporated, Calhoun, Tennessee.
providing for a 35.2-MW increase of fim
power.

C2. joint memorandum governing power
supply to the Office of Agmcultural and
Chemical Davelopment's water-pumping
station.

C3. Supplement to Contract No. TV-34823A
with Memphis Light. Gas and Water Div sion
for natural gas at Allen Steam Plant.

C4. Marketing agreement with
Southeastern Power Adminstration covering
the marketing of Cumberland River Power
and Energy.

C5. Operating agreement with Southeastern
Power Administration and Army Corps of
Engineers covering the operations of the
Cumberland River Projects.

C6. Supplement to Contract No. TV-55782A
with the Massachusetts Institute of
Technology for Atmospheric Fluidized Bed
Combustion Technoloy Studies.

D-Pesonnel Items
Di. Renewal of consulting contract vth

John M. Kellberg. Knoxville. Tennessee, for
consultation on major hydro projects and
engineering problems associated with
thermal power plants, requested by the
Division of En neenng Design.

D2. Supplement to personal services
Contract No. TV-639Z4A with United
Engineers & Constructors. Inc-. Philadelphia.
PEnnsylvania. for services in connection vith
pipe support desIgn for Watts Bar and
Bellefonte Nuclear Plants, requested by the
Division of Engineering Design.

D3. Supplement to person-A services
Contract No. TV-63923A with Gilbert
Associates. Inc. Reading Pennsylvania. for
services in connection with pine support
design for Watts Bar and Bellefonte Nuclear
Plants. requested by the Division of
Engineering Design.

E-Real Property Transactions
El. Grant of permanent easement to the

city of Bristol. Virginia. for public recreation
purposes, affecting approximately 41 acres of
Beaver Creek Reservoir land located in
Washington County, Virginia-Tract No.
XTBBCR-2F.
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E2. Grant of permanent easement to
McMinn County, Tennessee, for the
construction, operation, and maintenance of
a road and appurtenances, affecting
approximately 0.32 acre of Chickamauga
Reservoir land located in McMinn County,
Tennessee-Tract No. XTCR-173H.

E3. Grant of 20-year easement to Boy
Scouts of America, Four Rivers Council, Inc.,
for group camp purposes, affecting
approximately 354.8 acres of Kentucky
Reservoir land located in Marshall County,
Kentucky-Tract No. XGIR-906RE.

F-Unclassified
F1. Revised TVA Policy Code Relating to

Budget, Plan.
F2. Revised TVA Policy Code Relating to

Budget, Controls.
F3. TVA Policy Code Relating to

Cooperative Agreements.

F4. Agreement No. TV-4012A with
Tennessee State University and the State of
Tennessee Board of Regents for construction,
operation, and maintenance of Private
Enterpnse Incubation Center in Nashville,
Tennesseee.

CONTACT PERSON FOR MORE
INFORMATION: Crtiven H. Crowell, Jr.,
Director of Information, or a member of
his staff can respond to requests for
information about this meeting, Call
(615) 632-8000, Knoxville, Tennessee.
Information is also available at TVA's
Washington Office (202) 245-0101.

Dated: June 19,1984.
W. F. Willis,
General Manager.
[FR Doc. 84-16808 Filed B-Z0-84; 1:37 proj
BILLING CODE 8120-01-M
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DEPARTMENT OF LABOR

Occupational Safety and Health
Administration

29 CFR Part 1910

Occupational Exposure to Ethylene
Oxide

AGENCY: Occupational Safety and
Health Administration (OSHA], Labor.
ACTION: Final Standard.

SUMMARY: In this Final Standard, the
Occupational Safety and Health
Administration (OSHA) establishes a
permissible exposure limit for
occupational exposure to ethylene oxide
(EtO) of I part EtO per million parts of
air (1 ppm] determined as an 8-hour
time-weighted average concentration.
The basis for this action is a
determination by the Assistant
Secretary, based on animal and human
data, that exposure to EtO presents a
carcinogenic, mutagenic, genotoxic,
reproductive, neurologic and
sensitization hazard to workers. The
standard provides for, among other
requirements, methods of exposure
control, personal protective equipment,
measurement of employee exposures,
training, medical surveillance, signs and
labels, regulated areas, emergency
procedures and recordkeepmg. An
"action level" of 0.5 ppm as an 8-hour
time-weighted average is established as
the level above which employers must
initiate certain compliance activities
such as periodic employee exposure
monitoring and medical surveillance. In
instances where the employer can
demonstrate that employee exposures
are below the action level, the employer
is not obligated to comply with most of
the requirements set forth in this final
rule. The 1 ppm 8-hour limit reduces
significant risk from exposure to EtO
and is considered by OSHA to be the
lowest levels feasible.
EFFECTIVE DATE: This final standard
shall become effective August 21, 1984,
except the following paragraphs which
contain information collection
requirements which are under review at
OMB: § 1910.1047 (a)(2), (d), (e), (f)(2),
(g)(3), (h), (i), (j)(1], ()(2), and 0)(3).
FOR FURTHER INFORMATION CONTACT.
Mr. James F. Foster, OSHA, U.S.
Department of Labor, Office of Public
Affairs, Rin. N-3641, 200 Constitution
Avenue, N.W., Washington, D.C. 20210,
Telephone (202) 523-8151.

For additional copies of this
regulation, contact: OSHA, Office of
Publications, U.S. Department of Labor,
Room N-4101, Washington, D.C. 20210,
telephone 202-523-9667

SUPPLEMENTARY INFORMATION:

Table of Contents

I. Physical Properties, Manufacture, and Uses
of EtO
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-The Bushy Run Research Center
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-The NIOSH study
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B. Time-to-tumor analysis
C. Equivalent doses
D. Epidemiologic evidence available for risk

assessment
E. Risk assessment by rad-equrvalence
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Paragraph (g) Respiratory protection
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-Written plans
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-Effective date
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IX. State Plan Applicability

X. Authority

The Standard-1910.1047

Appendices

I. Physical Properties, Manufacture and
Uses of Ethylene Oxide

Ethylene oxide (EtO), also known as
1,2-epoxyethane, oxirane, and
dimethylene oxide, is a colorless gas
with a characteristic ether-like odor, Its
chemical formula is C2 HO, molecular
weight is 44.06 and CAS Registry
Number is 75-21-8. Although several
processes exist for the production of
EtO, all United States producers
currently manufacture EtO through the
catalytic oxidation of ethylene in the
presence of a silver catalyst. EtO is
completely miscible with water, alcohol,
acetone, benzene, ether, carbon
tetrachloride and most organic solvents.
It is also highly reactive and potentially
explosive when heated or when In the
presence of alkali metal hydroxides and
lhghly active catalytic surfaces. EtO Is
relatively stable in aqueous solutions or
when diluted with carbon dioxide (CO)
or halocarbons. In order to reduce
explosion hazards when EtO is used as
a fumigant or sterilant, It is often used In
gaseous mixtures (such as 10% EtO and
90% C0 2, or 12% EtO and 88%
halocarbon).

Since its first domestic production In
1925, EtO has become a major industrial
chemical and is presently one of the 25
chemicals of highest production volume
in the United States. During the period
from 1967 to 1978, for example, the
average rate of growthin the EtO
industry was 6.7 percent. In 1980, over
5.2 billion pounds of EtO were produced
domestically. Current production
capacity is about 6.7 billion pounds per
year [Ex. 2-14].

The primary use of EtO Is as an
intermediate in the manufacture of other
products. Over 99% of total EtO
production is used In the manufacture of
other products, and almost 90% is
consumed by the EtO manufacturers
themselves. On a volume basis, the
largest use of EtO is as an intermediate
in the production of ethylene glycol, a
major component of automotive and
other anti-freeze products.
Approximately 70% of all domestically
produced EtO goes into the manufacture
of ethylene glycol.

EtO is also widely employed in the
production of non-ionic surface-active
agents which are used in household
detergents and as industrial sufactanta,
Other products manufactured from EtO
include: (1) ethanolammes, used In
sweetening natural gas and in the
production of specialty chemicals,
detergents and cosmetics; (2) glycol
ethers, utilized as a jet fuel additive and
in the formulation of coatings, cleaners,
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automotive brake fluids and inks; (3)
diethylene and trethylene glycol, used
in drying natural gas and in the
manufacture of polyester resins,
emulsifiers, lubricants and plasticizers;
(4] tetraethyleneglycol, utilized to
extract aromatic hydrocarbons from
nonaromatic hydrocarbons; (5)
polyethylene glycols, from which
cosmetics, plasticizers, lubricants and
dispersants are produced; (6)
polyethylene glycols, used for water-
soluble packaging and for warp sizing,
and (7) crown ethers, used for extraction
of liquids.

A small fraction of EtO production
(less than 0.5 percent) is consumed by
sterilant or fumigant users. EtO is
utilized as a sterilizing agent by various
facets of the health care industry for the
sterilization of delicate instruments and
heat or moisture sensitive devices, and
is employed as a fumigant for a number
of miscellaneous items, such as spices,
black walnut meats, books, furniture,
textiles, empty bin equipment, empty
cargo holds, cosmetics and dairy
packaging.

As used in the U.S. for gas
sterilization, EtO is generally sold in gas
cylinders. The cylinder contains various
mixtures of EtO with either
chlorofluorocarbons or carbon dioxide.
EtO is also available in glass ampules.
The concentration and duration of
exposure to EtO plus the temperature,
atmospheric pressure, and relative
hundity determine the effectiveness of
sterilization. The sterilant gas is held in
the chamber, generally under high
pressure, long enough to thoroughly
penetrate all articles. In determining
exposure time, the types of articles and
wrappings are important considerations.
Some porous articles require longer
exposures, as do articles sealed in
polyethylene bags. Moreover, some
bacteria are expecially resistant and,

.thus, take longer to destroy. The
concentration of EtO is important, but
even with the highest concentration it is
still necessary to properly humidify
articles to be sterilized, and to allow
sufficient time for the sterilant gas to
diffuse into small pores and crevices.
After a sufficient exposure time, the
sterilant gas is evacuated from the
chamber. When lugh ethylene oxide
concentrations are used, extended
aeration time (5 to 45 minutes) may be
required to thoroughly purge the
chamber of EtO vapor. After
sterilization, all plastic and rubber
articles must be aerated-to allow
residual ethylene oxide to diffuse from
the article. This phase of the
sterilization procedure is particularly
critical for any articles that are used to

administer materials to the human body.
Examples of such articles are catheters,
face masks, and tubing used in heart-
lung machines and artificial kidneys.

I. Pertinent Legal Authority
The primary purpose of the

Occupational Safety and Health Act 129
U.S.C. 655 etseq.) (the Act) is to assure,
so far as possible, safe and healthful
working conditions for every American
worker over the period of his or her
working lifetime. One means prescribed
by the Congress to achieve tus goal is
the mandate given to, and the
concomitant authority vested in, the
Secretary of Labor to set mandatory
safety and health standards. The
Congress specifically directed that:

The Secretary, in promulgating standards
dealing with toxic materials or harmful
physical agents under this subsection shall
set the standard which most adequately
assures, to the extent feasible, on the basis of
the best available evidence, that no employee
will suffer material impairment of health or
functional capacity even if such employee
has regular exposure to the hazard dealt with
by such standard for the period of Is
working life. Development of standards under
tus subsection shall be based upon research.
demonstrations, experiments, and such other
information as may be appropriate. In
addition to the attainment of the highest
degree of health and safety protection for the
employee, other considerations shall be the
latest available scientific data In the field, the
feasibility of standards, and experience
gained under this and other health and safety
laws. [Section 6[b)(5}.]

Where appropriate, the standards are
required to include provisions for labels
or other appropriate forms of warning to
apprise employees of hazards, suitable
protective equipment, exposure control
procedures, monitoring and measuring
of employee exposure, employee access
to the results of monitoring, appropriate
medical examinations, and training and
education. Moreover, where a standard
prescribes medical examinations or
other tests, they must be available at no
cost to employees [section 6(b)(7)].
Standards may also prescribe
recordkeeping requirements where
necessary or appropriate for
enforcement of the Act or for the
development of information regarding
occupational accidents and illnesses
[section 8(c)].

In vacating OSHA's revision to its
benzene standard, the Supreme Court
required in Industrial Union
Department, AFL-CIO v. American
Petroleum Institute, 448 U.S. 601, 65 L
Ed. 2d 1010, 100 S. CL 2844 (1980). that
before the issuance of a new or revised
standard pursuant to section 6(b)(5) of
the Act, OSHA must make two
threshold findings. These are that a

significant risk exists under the current
standard and that the issuance of a
revised standard would reduce or
eliminate that risk. The Court stated:

We agree that § 3(8) requires the
Secretary to find, as a threshold matter, that
the toxic substance in question poses a
significant health risk in the workplace and
that a new, lower standard is therefore
"reasonablv necessary or appropriate to
provide safe and healthful employment and
places of employment." (448 U.S. 607 at 614-
15, 65 L. Ed. 2d 1010 at 1018-19)

The Court also stated:
before he can promulgate any

permanent health or safety standard, the
Secretary [of Labor] is required to make a
threshold finding that a place of employment
Is unsafe-in the sense that significant risks
are present and can be eliminated or
lessened by a change in practices * (448
U.S. at 642, 65 L. Ed. 2d at 1035]

The decision, although it recognized
the uncertainties involved, indicated
that the determination of "significant
risk" should. if at all possible, be
established on the basis of an analysis
of the best available evidence through
such means as quantitative risk
assessments. However, in making that
determination, the Supreme Court m its
general guidance for the future, noted
that:

the requirement that a "significant!"
risk be identified Is not a mathematical
straitjacket. It is the Agency's responsibility
to determine, In the first instance, what it
considers to be a "significant rsk". (448 U.S.
at 655, 65 L Ed. 2d at 1043]

It pointed out that while OSHA:
must support its finding that a certain

level of nske.ists by substantial evidence.
we recognize that its determination that a
particular level of risk is "significant" vill be
based largely on policy considerations. (448
U.S. at 65., n. 62. 65 L. Ed. 2d at 1043, n. 62)

Finally, the Court pointed out that:
OSHA is not required to support its

finding that a significant risk exists with
anything approaching scientific certainty.
Although the Agency's findings must be
supported by substantial evidence
OSHA [has] some leeway where its rmdings
must be made on the frontiers of scientific
knowledge. (448 U.S. at 65.65 L Ed. 2d at
1043)

In the only concrete example of
"significance of rsk," the Court stated:

Some risks are plainly acceptable and
others are plainly unacceptable. If. for
example, the odds are one in a billion that a
person will die from cancer by taking a drink
of chlorinated water, !he risk clearly could
not be considered significant. On the other
hand. if the odds are one in a thousand that
regular inhalation of gasoline vapors that are
ZL benzene will be fatal, a reasonable person
might well consider the risk significant and
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take appropriate steps to decrease or
eliminate it. (Id. at 655, 658 L. Ed. 2d at 1043)

After OSHA has determined that a
significant risk exists and that such risk
can be reduced or eliminated by the
revised standard, it must set the
standard "which most adequately
assures, to the extent feasible, on the
basis of the best available evidence,
that no employee will suffer material
impairment of health * * *" [section
6(b)(5) of the Act] The Supreme Court
has interpreted this section to mean that
OSHA must enact the most protective
standard possible to eliminate a
significant risk of material health
impairment; subject only to the
constraints of technological and
economic feasibility. (American Textile
Manufacturers Institute, Inc. v.
Donovan, 452 U.S. 490 (1981)). The Court
held that "cost-benefit analysis is not,
required by the statute because
feasibility analysis is." (Id. at 509.)

In addition to section 6(b), authority to
issue this standard is also found m
section 8(c) of the Act. In generaL this
section empowers the Secretary to
require employers to make, keep, and
preserve records regarding activities
related to the Act. In particular, section
8(c)(3) gives the Secretary authority to
require employers to "maintain accurate
records of employee exposures to
potentially toxic materials or harmful
physical agents which are reqmred to be
monitored or measured under section 6"
Provisions of OSHA standards which
require the making and maintenance of
records of medical exanunations,
exposure monitoring, and the like are
issued pursuant to section 8(c) of the
Act.

The Secretary's authority to issue this
final standard is further supported by
the general rulemaking authority granted
in section 8(g)(2) of the Act. This section
empowers the Secretary "to prescribe
such rules and regulations as he may
deem necessary to carry out (his)
responsibilities under the Act'-in this
case as part of, or ancillary to, a section
6(b) standard. The Secretary's
responsibilities under the Act are
defined largely by its enumerated
purposes which include:

Encourage employers and employees in.
their efforts to reduce the number of
occupational safety and health hazards at
their places of employment, and to stimulate
employers and employees to institute new
and to perfect existing programs for providing
safe and healthful working conditions (29
U.S.C. 651(b)(1)J;

Authorizing the Secretary of Labor to set
mandatory occupational safety and health
standards applicable to business affecting
interstate commerce, and by creating an
Occupational Safety and Health Review

Comussion for carrying out adjudicatory
functions under the Act (29 U.S.C. 651(b)(3)];

Building upon advances already made
through employee and employer initiative for
providing safe and healthful working
conditions (29 U.S.C. 651(b)(4));

By providing for the development and
promulgation of occupational safety and
health standards; providing for appropriate
reporting procedures with respect to
occupational safety and health, which
procedures will help achieve the objective of
this Act and accurately describe the nature of
the occupational safety and health problem:
exploring ways to discover latent diseases,
establishing causal connections between
diseases and work in environmental
conditions ' * * (29 U.S.C. 651(b)(6)1;

Encouraging joint labor-management
efforts to reduce injuries and diseases arising
out of employment (29 U.S.C. 651 (b)(13)];

And developing innovative methods,
techniques, and approaches for dealing with
occupational safety and health problems (29
U.S.C. 651(b)(5)).

Because the EtO standard is
reasonably related to these statutory
goals, the Secretary finds that this
standard is necessary to carry out his
responsibilities under the Act. In
addition to its status as a section 6(b)
standard, therefore, it also falls within
the broader class of section 8
regulations.

In addition. section 4(b)(2) of the Act
provides for OSHA standards to apply
to construction and other workplaces
where the Secretary determines these
standards to be more effective than
existing standards wich would
otherwise apply to these workplaces.
The Secretary so finds, and this
standard will therefore apply to all
workplaces where the Secretary has
authority to regulate.

Section 4(b)(1) of the Act restricts
application of the Act so that it does not
apply to working conditions with
respect to which other Federal Agencies
exercise statutory authority to prescribe
or enforce standards or regulations
affecting occupational safety and health.
On April 18, 1984, the Environmental
Protection Agency published a notice
under-the Federal Insecticide, Fungicide,
and Rodenticide Act (FIFRA), 7 U.S.C.
136 et seq., containing labeling changes
for EtO pesticide products, and designed
to limit ethylene oxide exposures
resulting from the application of EtO as
a sterilant or fumigant (49 FR 15268].
The relevance of the FIFRA rule to
OSHA jurisdiction is discussed below.
III. History of the Regulation

The OSHA standard for Eta that is
being revised by this rule (29 CFR
1910.1000, Table Z-1) required
employers to ensure that the level of
employee exposure to Eta did not
exceed 50 parts of EtO per million parts

of air (50 ppm), determined as an 8-hour
time-weighted average (TWA). That
standard was adopted in 1971 from an
existing Walsh-Healey Federal
standard. The source of the Walsh-
Healey standard was the Threshold
Limit Value (TLV) recommend in 1908
by the American Conference of
Governmental Industrial Hygiemots
(ACGIH) [Ex. 2-2].

The documentation for the exposure
level recommended by the ACGIH In
1958 consisted of limited data from six
month animal inhalation studies in
which no adverse effects were observed
at levels below 50 ppm and a study of
employees exposed for 10 years or more
to EtO at levels of 5 to 10 ppm with no
reported adverse effects [EX 2-3]. No
indications" of the potential
carcinogenicity of EtO were available at
that time. Since 1963, however, a
substantial number of new studie have
become available that have added
significantly to the body of knowledge
regarding potential adverse health
effects related to EtO exposure.

In 1977 the National Institute for
Occupational Safety and Health
(NIOSH) issued a "Special Occupational
Hazard Review" [Ex. 2-5] on EtO, In
which it recommended adoption of a
ceiling limit of 75 ppm (based on a 15-
minute sampling period) for EtO in
addition to the 50 ppm TWA. Based
upon observation of changes in the
genetic material of cells in at least 13
biological species following Et
exposure and covalent chemical
bonding between EtO and DNA, NIOSH
also concluded that occupational
exposure to EtO might increase the
frequency of mutations in exposed
populations. Although these
observations raised concern regarding
the potential carcinogenicity of EtO, no
epidemiologic studies or long-term
bioassays. were available to assess Its
carcinogenic potential for humans.

In 1979, ACGIH published a Notice of
Intended Change for EtO to lower Its
TLV to 10 ppm [Ex. 2-6]. ACGIH based
its recommendation on a number of
short-term, in vitro studies which
demonstrated positive mutagenic
responses for EtO and on a 1979 case
report by Hogstedt et al. [Ex. 2-8]
regarding the occurrence of 3 cases of
leukemia in a group of 230 workers
(more fully discussed in the Health
Effect section). The ACGIH adopted this
change in 1981 (Ex. 2-7].

The 1981 ACGIH publication [Ex. 2-7]
also designated EtO as a substance
suspected of having carcinogenic
potential in humans and proposed to
further lower the TLV for EtO to 5 ppm,
based on the positive results from a two
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year inhalation study in rats conducted
at the Bushy Run Research [Ex. 2-9],
which is discussed in the Health Effects
section. On June 10,1982, ACGIH
adopted a proposal to lower the TLV to
1 ppm, such change to be effective in
1984.

On May 22,1981, NIOSH issued a
"Current Intelligence Bulletin" [Ex. 2-10]
to inform employees and employers
about the potential carcinogemc hazard
of exposure to EtO. NIOSH
recommended that EtO be regarded as a
potential occupational carcinogen and
that the current OSHA standard be
reexamined in light of the information
which has become available subsequent
to the original adoption of that standard.

On January 26,1982, OSHA published
an ANPR (47 FR 3568) announcing its
ntention to conduct a reevaluation of
the EtO standard. Interested parties
were invited to submit data, views and
comments with respect to the
development of a revised standard for
EtO and particularly with respect to a
number of specified questions.

In August 1981, prior to publication of
the ANPR, Public Citizen Health
Research Group (Public Citizen)
petitioned OSHA to issue an Emergency
Temporary Standard WETS) reducing the
permissible exposure limit for EtO to an
eight-hour time-weighted average of 1
ppm [Ex. 2-11]. OSHA demed Public
Citizen's petition in September 1981 on
the grounds that the available evidence
did not indicate that an emergency
situation existed to trigger the issuance
of an ETS in accordance with section
6[c) of the Act [Ex. 2-12]. Prior to the
demal of the petition, Public Citizen
brought suit in U.S. District Court for the
District of Columbia to obtain an order
requiring the Agency to issue an ETS
(Public Citizen Health Research Group
et al. v. Auchter, 554 F. Supp. 22). On
January 5,1983, the District Court Judge
ruled that OSHA's determination not to
issue an ETS represented a "clear error
of judgment," and ordered the Agency to
promulgate an ETS within 20 days of the
Court's decision [Ex. 6-1]. OSHA then
sought and obtained a temporary stay of
the District Court order pending review
on the merits by the U.S. Court of
Appeals for the District of Columbia
Circuit

On March 15,1983, the Court of
Appeals rendered its decision on the
merits in Public Citizen Health
Research Group et al. v. Auchter et al.,
702 F. 2d 1150 [Ex. 6-2]. In that decision,
the Court ruled that the District Court
had "impermissibly substituted its
evaluation for that of OSHA" in
ordering an ETS to be issued, 702 F. 2d
at-1153. However, the Court then
determined that, because, in the Court's

terms, a "significant risk of grave
danger" exists with regard to EtO
exposures, the failure of the Agency to
publish a proposed standard of EtO for
18 months after the Advance Notice of
Proposed Rulemakmg constituted
rulemaking action "unreasonably
delayed." under section 6L) of the
OSHA Act (29 U.S.C. 655(g)), and
sections 555(b) and 706(1) of the
Adnurstrative Procedure Act (5 U.S.C.
555(b), 706(1)). Therefore, the Court
ordered the Agency to expedite Its
development of a proposed rule on EtO,
and to issue its proposal within 30 days
of the Court decision.

In its January 5 decision, the District
Court considered OSHAs arguments
that the Environmental Protection
Agency (EPA) had exercised its
statutory authority over workng
conditions involving the application and
use of EtO as a sterilant and funugant
under the Federal Insecticide, Fungicide,
and Rodenticide Act (FIFRA), 7 U.S.C.
136 et seq., and that this exercise served
to preempt OSHA regulation of these
same working conditions pursuant to
section 4(b)(1) of the OSH Act. The
District Court determuned, and the Court
of Appeals subsequently agreed, that
OSHA coverage of EtO was not
preempted in "areas-such as the health
care industry-where EPA has
apparently exercised minmal if any
regulatory authority in an overlapping
manner" (emphasis added).

Pursuant to the Court decision,
OSHA's proposed rule on Ethylene
Oxide was published April 21,1983 (48
FR 17284) and included within its scope
EtO exposures resulting from the
application of EtO as a sterilant or
fumigant, including hospital and health
care uses, as well as exposure to
employees involved in the production
and ethoxylation of EtO.

The proposal limited EtO exposure to
I ppm (8-hour TWA) and contained
additional provisions wluch OSHA
believed appropriate. In the preamble to
the proposal, OSHA requested public
comments, information, and evidence on
all issues raised.

The informal rulemaking hearing was
convened by Administrative Law Judge
Rhea Burrow on July 19,1983 pursuant
to notice and section 6[b) of the Act (29
U.S.C. 655(b)(3)). The hearing lasted
through July 28,1983. Post-hearing
submissions of data requested by
parties at the hearing were received
through August 29, 1283; post-hearing
comments and briefs were received
through September 19,1883.

The entire record, including over 300
exhibits and approximately 1600
transcript pages and errata, was
certified by Judge Burrow on November

7,1933, in accordance with 29 CFR
1911.17 Copies of materials contained in
the record may be obtained from the
OSHA Docket Office, Room S5212., U.S.
Department of Labor, 200 Constitution
Avenue N.W., Washington, D.C. 20210.
The final standard on occupational
exposure to Ethylene Oxide is based on
full consideration of the entire record of
this proceeding, including materials
discussed or relied upon in the proposal,
the record of the informal hearing. and
all written comments and exhibits
received.

In the Public Citizen case discussed
above. OSHA argued that the labeling
requirements which are mandated under
FIFRA. and which are enforceable
against users of EtO pesticides,
constituted an exercise by EPA of that
agency's statutory authority over
working conditions involving EtO.
Because of section 4(b)(1) of the OSH
Act, OSHA contended that EPA's
e:ercise of authority under FIFRA was
sufficient to preempt OSHA's exercise
of authority over the same working
conditioms.

The Court in Public Citizen
determined that EPA's exercise of
authority under FIFRA was not
sufficient to oust OSHA of jurisdiction,
and directed OSHA to proceed with its
rulemaking over all uses of EtO,
including its use in pesticides and
sterilants. Although OSHA maintains its
previous views on the preemption issue,
the Agency has complied with the Court
decision, and has included hospital,
health care, and other sterilant uses of
EtO within the scope of both its
proposed and final rules.

EPA has since published a notice in
the Federal Register (April 18, 1934,49
FR 1520), as modified In today's
Register, providing guidance to
manufacturers of certain EtO sterilants
used in hospitals and health care
facilities control methods and work
practices to reduce EtO exposures.

OSHA has reviewed the EPA notice
and has determined that the
recommendations are not inconsistent
with OSHA's final standard. As noted
earlier, OSHA maintains the views on
preemption that it argued unsuccessfully
in Public Citizen. Nonetheless, based on
the Court decision. OSHA is proceeding
to regulate employee exposure to EtO in
hospitals, health care facilities, and
other workplaces where EtO is used as
a sterilant or furmgant.

IV Health Effects
OSHA has found that EtO can cause

several serious adverse health effects.
Studies in experimental animals
supported by epidemiological studies of
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working populations indicate that EtO is
a potential occupational carcinogen. The
evidence suggests that EtO may cause
cancers of the blood (leukemia), as well
as other organs in humans. In addition,
EtO exposure causes mutations,
increases the rate of chromosomal
aberration and sister chromatid
exchange, and causes other undesirable
changes in the DNA of mammalian cells.
These effects support OSHA's
conclusion regarding the carcinogenicity
of EtO. EtO exposure has also been
associated with an increased risk of
spontaneous abortion among pregnant
women and is capable of causing other
adverse reproductive effects m both
men and women. Exposure to high
concentrations of EtO causes central
nervous system depression and other
neurological effects which are thought to
be reversible with cessation of
exposure. In addition, exposure to EtO
gas causes sensitization and irritation of
human tissues, including the eyes and
respiratory tract.

Three epidemiological studies indicate
an association between worker
exposure to EtO and a significant
increase m the risk of death from
cancer. Hogstedt et al. [Ex. 2-8] found
an increased risk of death from
leukemiaamong employees exposed to
EtO when used as a sterilant. In a
second study, these investigators
confirmed an increased leukemia risk
and also observed a significant excess
of stomach cancer deaths and total
cancer deaths among production
workers [Ex. 2-22J. Morgan et al. [Ex. 6-
5]. found an increased risk of mortality
from Hodgkin's disease and pancreatic
cancer among EtO production workers.

Studies in experimental animals have
provided definitive evidence that EtO is
carcinogenic in multiple species and by
several routes of administration.
Leukemia, brain cancer and
mesothelioma have been induced in
animals exposed to EtO by inhalation.
Cancers of the forestomach have been
induced as a result of EtO
administration by oral gavage. Injection
site sarcomas and skin cancers have
been observed in animals exposed to
EtO by injection.

The studies in experimental animals
in conjunction with the epidemiological
studies indicate that EtO has the
potential to cause cancers of the
lymphohematopoietic system and other
organs in humans, in addition, evidence
derived from short-term tests clearly
demonstrates DNA damage, mutations
and chromosomal change in non-
mammalian cells, mammalian cells,
intact experimental animals or in
occupationally exposed workers. These

data provide supportive evidence that
EtO is carcinogenic to humans.

EtO has been shown toinduce cancer
in laboratory animals at concentrations
that are well below the current PEL of 50
ppm. Further, the available data on the
effects of human exposure are
consistent with the results of the animal
studies. The health effects of EtO have
been comprehensively and strikingly
established. OSHA considers EtO to be
a potential occupational carcinogen.

Based on the Hemminki et al. study
(Ex. 6-7) of increased spontaneous
abortions among hospital workers
exposed to EtO and numerous studies in
experimental animals supporting these
findings, OSHA also concludes that
exposure to EtO constitutes an
occupational reproductive hazard.
Adverse reproductive consequences of
exposure to EtO have been manifested
most frequently in animal studies by
embryomc or fetal loss related to
exposure of the female parent during
critical periods of gestational
development or exposure of the male
parent prior to conception.

There is also substantial evidence that
Eta is a direct-acting mutagen capable
of causing mutations in the tissues of
exposed humans. Inhaled EtO reacts
with mammalian gonadal DNA as
demonstrated by the induction of
heritable translocations in male
offspring and unscheduled DNA
synthesis and dominant-lethal mutations
in germinal cells. EtO that reaches the
DNA of human germ cells is presumed
to induce heritable mutations affecting
future generations.

Exposure to high airborne
concentrations of EtO causes
respiratory tract irritation and central
nervous system depression. Excessive
exposures have produced convulsive
movements, neuropathy, pulmonary
edema and bronchitis in humans;
headache, nausea, vomiting and
diarrhea also are common systemic
effects of EtO exposure. Evidence from
human case reports also indicates that
neurological effects (sensory motor
neuropathy, seizures, headache) may
result from intermittent high exposures.
Hematologic effects (reduced
hemoglobin and elevated lymphocytes)
have been observed in production plant
workers chronically exposed to EtO.

Following accidental or experimental
exposure of human skin, liquid EtO has
caused edema and erythema with
progression to blister formation in 6-12
hours. The degree of skin injury is
related to concentration and duration of
exposure. These effects are reversible.
As concentrated EtO evaporates, a
freezing effect occurs, which may cause

frostbite. Dilute solutions may penetrate
the skin, producing a chemical burn.
Skin burns have also been caused by the
residual EtO in leather goods, belts and
footwear. Skin sensitization has been
associated with repeated dermal
exposure.

High concentrations of EtO are
irritating to the eyes of humans and
animals. Direct ocular contact with
liquid EtO can produce corneal injury.
Repeated exposure to high airborne
concentrations of EtO may result In the
formation of cataracts.

Adverse effects of acute exposures
also have been observed in
experimental animals. Paralysis and
periodic convulsions frequently have
preceded death due to lung edema or
secondary infection. Signs of poisoning
from subchronic exposure by different
routes of administration In various
species of experimental animals Include
hindquarter neuropathy indicating
neurotoxicity, and congestive and
degenerative changes in the lungs, liver,
spleen and kidneys. In addition, adverse
testicular changes (tubular
degeneration) and hematologic changes
(anemia) have been produced.

Detailed information on the effects of
exposure to EtO and deliberations on
these data during the rulemaking are
discussed in this section.

A. Carciogenicity

Epidemiologic Studies

Three epidemiologic studies
investigating the relationship between
occupational EtO exposure and cancer
have appeared in the scientific
literature: Morgan et al. (Ex. 6-5);
Hogstedt et al. (Hogstedt I, Ex. 2-8), and
Hogstedt et al. (Hogstedt II, Ex. 2-22).

The Morgan et al. study (Ex. 6-5)
reported the mortality experience of 767
potentially exposed (based on work
history records) male workers who had
been employed at an ethylene oxide-
producing chemical plant for at least 5
years between 1955 and 1977 Industrial
hygiene measurements taken at typical
leak sources in the facility's operating
units in July 1977 revealed no detectable
EtO levels in most of the production
areas. A leak In the tube used to gauge
the level of EtO in tank cars during
loading operations resulted in an
isolated measurement of 6,000 ppm, At
the sources of EtO (pump, valve, pipe
flanges, spigots, and gauges), levels of
less than 10 ppm were recorded. All
other measurements were below 50 ppm.
Fewer deaths were observed in the
study population than expected from all
causes and from all malignancies, based
on U.S. mortality statistics: the
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standardized mortality ratios (SMR's)
for these causes were 58 and 79,
respectively. No deaths from leukemia
were observed, compared to 0.70
expected. A significant excess of deaths
was demonstrated for pancreatic cancer
(3 observed versus 0.8 expected, P less
than 0.5) and for Hodgkin's disease (2
observed versus 0.35 expected, P less
than 0.05) among workers at this plant.

Hogstedt and coworkers (Hogstedt I,
Ex. 2-8) reported that three cases of
leukemia had occurred between 1972
and 1977 among workers in a Swedish
factory where a mlxture of 50 percent
ethylene oxide and 50 percent methyl
formate had been used since 1958 to
sterilize -hospital equpment. Based on
age and sex-specific Swedish national
rates for 1972, 0.2 leukemia cases would
have been expected between 1968 and
1977 among the 230 workers potentially
exposed in this facility during this
period. In 1977 the 8-hour TWA
exposure concentration in the areas
where two women who died from
leukemia had worked was estimated to
be 20_±10 ppm; the levels of previous
exposure for these women were not
known. These two individuals had had
no known occupational exposure to
suspect leukemia-mducmg agents other
thanEtO; the third individual who died
from leukemia (a male manager exposed
to-EtO approximately 3 hours per week)
had had occasional contact with
benzene in laboratory work. The
leukemias were classified as chromc
myeloid leukenna and acute
myelogenetic leukemia in the women
and as primary macroglobulinenua in
the man.

Hogstedt et aL (Hogstedt II, Ex. 2-22)
reported the results of an historical
prospective mortality study of 241
workers employed for more than one
year in a Swedish EtO production
facility. The study included three
subcohorts, comprised of 89 full-time
exposed men, 86 intermittently exposed
men (maintenance workers), and 66 men
who had no known exposure to EtO.
The follow-up period started in January
1961 and continued until the end of
December1977 Exposure to EtO in the
production areas was estimated to
average below 14 ppm with peaks to 728
ppm m the 1940's, 6 to 28 ppm during the
1950's and 1960's with peaks above the
odor threshold (approximately 700 ppm),
and 0.6 to 6 ppm in the 1970's with
occasional higher values. Among the 89
full-time workers in the EtO production
areas, a significant excess in total
mortality-was observed (23 deaths
observed, 13.5 expected based on
Swedish national statistics, p < 0.05).
Significant excesses in total cancer

mortality (9 observed, 3.4 expected. p
<0.01) and in deaths from diseases of
the circulatory system (12 observed. 6.3
expected, p <0.05) were also reported in
this group. Site-specific excess cancer
mortality was noted for leukemia (2
observed, 0.14 expected, p <0.01) and
stomach cancer (3 observed, 0.4
expected, p <0.01) for the full-time
exposed workers. No statistically
significant excess mortality was noted
among the 86 intermittently exposed
maintenance workers from the same
facility or among the 66 workers who
had never been exposed to EtO,
although one leukenua death was noted
among the group of maintenance
workers (0.13 expected). The production
and maintenance workers who vere
exposed to EtO were also exposed to
ethylene, ethylene dichlonde, ethylene
chlorohydrn, and bis(2-chloroethyl)
ether. Because of these multiple
exposures, the authors were unable to
attribute the excess cancer incidence to
a specific chemical, although they
speculated that EtO and ethylene
dichloride were the most likely
causative agents.

Several commenters (Exs. 6S,110, Tr.
632, 1529) pointed to weaknesses in
these epidemiological studies. For
example, Robert IV. Morgan of
Environmental Health Associates, who
had been asked by the Ethylene Oxide
Industry Council [EOIC) of the Chemical
Manufacturers Association to evaluate
the epidemiologic data on ethylene
oxide, testified (Tr. 630) that the results
of his study (the Morgan et al. study, E.
6-5) failed to support a causal link
between EtO exposure and leukemia,
and that his study should therefore be
considered a negative study. However,
OSHA notes that the study
demonstrates a significant excess of
deaths from pancreatic cancer and
HodgkWn's disease among workers in
EtO production.

Sidney Wolfe of the Public Citizen
Health Research Group noted (Tr. 792)
that the Morgan et al. study Ex. 6-5)
contained little information on the
exposures of the 767 workers in the
study, and thus the true size of the
cohort exposed to EtO was not known.
The inclusion in the Morgan et al. study
of individuals with little or no exposure
to EtO would bias the results toward an
underestimation of any risk associated
with EtO exposure.

Philip Landrigan, Director of NIOSH's
Division of Surveillance, Hazard
Evaluation and Field Studies, suggested
that the findings of the Morgan study
should be considered Inconclusive
rather than negative for leukena
because of the study's limited statistical

power (Tr. 341). OSHA believes that
Landngan's characterization of the
Morgan et al. study is an accurate one,
because, as the study's authors
themselves report, only "an excess of
leukemia deaths as small as 10.5-fold
could be detected at the 95 percent
confidence level" (Ex. 6-5). As noted by
Jeanne M. Steilman of the Women's
Occupational Health Resource Center.
Columbia Umversity," * a 10.5-fold
(increase in) nsk is well beyond the nsk
observed for most environmental agents,
including cigarette smokang" (Ex. 4-59).
Stellman, supporting the conclusion
reached by Landngan regarding the
Morgan et al. study, commented:

Had (organ et al.) subsumed
Hodkin's disvare under hemntole, c and
hematopotetic cancer sites, this organ system
would have shown an elevated SMR of 191.

Therefore, instead of contradicting
previous studies * * (the vo Hogstedt
studies), this paper confirms an increased
riskof hematologic and hematopoietic
malignancy due to EtO
exposure * * * Rather than beng ewed as
a negative study, Morgan et al . Ex. 6-
5) should be considered as a stron,- piece of
evidence mdicating that even m very small
cohorts, with exposures well belo, the
current OSHA standard. excess cancer risk
(sic) wavs detected (Fx. 4-59).

Morgan criticized the first Ho-stedt et
al. paper (Ex. 2-8) reporting three
leukemia deaths as being "anecdotal,"
and noted further that the numbers in
this study were "simply too small," (Ex.
66). In testimony (Tr. 634). Morgan
stated that the first Hogstedt study (Ex.
2-8) was "a description of a
cluster * * * rather than an
epidennolo.ic study."

The first Hogstedt study (Ex. 2-8) was
also criticized by several commenters
(Exs. 11-74, 47 126) because workers in
the cohort were exposed to a mixture of
EtO and methyl formate. For example,
Saul Kave, independent consultant to
hospitals and industry on sterilization
practices, stressed that exposure to a
mixture of EtO and methyl formate
nught be more hazardous to humans
than exposure to EtO alone (Exs. 11-74,
126, Tr. 841). However, at the hearing,
Kaye acknowledged the fact that there
Is no evidence In the reported literature
that would indicate that methyl formate
itself is carcmogeme (Tr. 845).

Several commenters UExs. 11-74.47,
126) also noted that the second Hogstedt
study (Ex. 2-22) cohort had been
exposed to several other chemicals
(including ethylene dichloride, ethylene,
ethylene chlorohydrin, bis (2-
chloroethyl]ether).

NIOSH reviewed the two Hogstedt
studies (Exs. 2-8.2-22) in its Current
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Intelligence Bulletin on EtO and
concluded:

These epidemiological investigations
cannot be cited as definitive evidence of an
excess nsk of cancer resulting from EtO
exposure, but they should be considered
evidence that excess risk of cancer may exist
for the EtO workers studied. (Ex. 2-10)

Despite these methodological
shortcomings, only two commenters
(Exs. 66, 110) concluded that the
epidemiologic evidence failed to
demonstrate that EtO exposure posed
an increased risk of cancer. In
comments prepared for the EOIC,
Morgan concluded that," * * * the
ethylene oxide mortality studies fail to
demonstrate any appreciable or
significant risk of malignancy" (Ex. 66).
However, Morgan went on to state
" * * * because of the limited number
of subjects involved in these studies,
they may not provide as much
reassurance (that EtO is not a
carcinogen) as some would like" (Ex 66). -

Although OSHA believes that none of
the available epidemiologic studies are,
in and of themselves, definitive
evidence of EtO's carcinogenicity, the
Agency agrees with Philip Landrigan of
NIOSH that the two Hogstedt studies
"provide evidence of a possible
association between occupational
exposure to ethylene oxide and death
from leukemia" (Tr. 341). As Leon
Golberg, Professor of Community and
Occupational Medicine at Duke
University and consultant to the EOIC
observed, although "one cannot say
that * * * (the human data) are
positive, it is * * * impossible to say
that they are entirely negative" (Tr. 520).

The increasing number of reports of
EtO-induced mutagemc changes,
manifested by alterations m the genetic
material of peripheral blood cells in
humans, as well as EtO's established
genotoxic effects in other species, and
the evidence for the induction of
leukemia and solid tumors m
experimental animals, such as brain
tumors, lend credence to the
observations of excess risk from
leukemia and other cancers (including
brain tumors) observed in the
epidemiologic studies of workers
exposed to EtO. The Hogstedt et al. and
Morgan et al. studies are limited by the
constraints that accompany any attempt
in humans to characterize rare events in
small populations that have been
exposed to unspecified levels of
contaminants. Nonetheless, OSHA finds
that the epidemiologic evidence,
although not by itself conclusive, is
supportive of EtO's potential
carcinogenic, and particularly
leukemogenic, effects. OSHA thus

agrees with NIOSH's assessment that
EtO should be regarded as a potential
human carcinogen (Tr. 303).
Experimental Studies

The experimental evidence most
applicable to the question of EtO's
occupational carcinogenicity is that
provided by two studies involving
inhalation as the route of EtO exposure:
The Snellings et al. study performed at
Bushy Run Research Center (BRRC
Study, Bushy Run study) (Ex. 2-9) and
the Lynch et al. study at NIOSH (NIOSH
study) (Exs. 6-6, 6-16).

The Bushy Run Study. Snellings and
colleagues conducted a two-year
chronic inhalation study in which three
groups of male and female Fischer 344
rats (120 rats per sex per group) were
exposed to EtO at concentrations of 100,
33, or 10 ppm for 6 hours per day, 5 days
per week. Two groups of rats served as
concurrent controls and were exposed
to air only.

Based on histopathological
evaluation, the Bushy Run researchers
concluded that the incidence of
mononuclear cell leukemia and of
peritoneal mesothelioma was
significantly increased as a result of
exposure to EtO. The incidence of
mononuclear cell leukemia in female
rats was dose-related, increasing with
exposure concentration. A statistically
significant increase in mononuclear cell
leukemia was observed in the group of
female rats exposed at 100 ppm. For
female rats exposed to 33 ppm, the
cumulative percentage of animals
developing leukemia was significantly
higher than that for one control group
and for both control groups combined,
but was not higher than the incidence
for the second control group alone. The
regression analysis of leukemia
incidence versus exposure concentration
was significant, with a correlation
coefficient of +0.99, indicating that the
induction of the leukemia was ughly
correlated to exposure at each
concentration.

An increase in mortality from
peritoneal mesothelioma was reported
m the male rats exposed to 33 and 100
ppm. Among the males exposed at 100
ppm, the cumulative percentage
developmg'a tumor of this type was
reported to be statistically significantly

higher than that of the controls,
beginning with the 21st month of
exposure, whereas the incidence of
these tumors in males exposed at 33
ppm was not appreciably higher than
that in the controls until the final month
(the 24th) of the study. These peritoneal
tumors originated in the testicular
mesothelium and were confined to the
abdominal cavity.

In addition, the Bushy Run
investigators reported that EtO exposure
was associated with a higher frequency
and/or earlier onset of mononuclear cell
leukemia in male rats. The researchers
also reported that a mo,.tality-adjusted
trend analysis indicated that the onset
of normally occurring pituitary
adenomas in male and female rats was
significantly accelerated by eAposure to
EtO.

Finally, the authors concluded that
there was a dose-related Inc'ease In the
number of rats with one or more primary
neoplasms. Specifically, female EtO-
exposed rats had an increase in the
mean number of neoplasms per
neoplasm-bearing rat, and the incidence
of multiple neoplasms In females at all
three exposure levels was significantly
greater than that In the combined
controls. The authors further pointed
out: " * * biologically significant
adverse effects were observed at all
concentrations tested" (Ex. 2-9).

The BRRC investigators also have
reported, based on further evaluation of
their slides, that there was a dose-
related increase of gliomas (brain
cancers) in the experimental animals
(Ex. 15). The incidence of these tumors
is givenin Table 1. As can be seen from
Table 1, there was a statistically
significant increase in the incidence of
gliomas in the male.rats exposed at 100
ppm. The incidence of gliomas in the
female rats exposed at 100 ppm was not
statistically significant when a
Bonferroni correction was applied to the
test. (A Bonferroni correction adjusts p-
values to account for multiple
comparisons). However, the results of
the test for linear trend were significant
at the 5% level for both males and
females, which corroborates that there
is a dose-effect relationship between
exposure to ethylene oxide and the
incidence of these rare brain tumors.

TABLE 1.-FREQUENCY OF PRIMARY BRAIN NEOPLASMS IN RATS IN Two-YEAR INHALATION
STUDIES

,,,,o 10 5I 5 0 100o
Study Sex 0 C(l) C(l) ppmn ppm ppm ppm

BROC 3 Male......
p-values 3.
Female..-
p-values.._

1/08 .......... 0/98 1/99 5/98 ....... 7109
.....0.0o3..0 .... .0 ........... I 0.0024

1/98 ............ 0.88 1/5 /9 ......... 49.... 0.014 .... I ........... 0,111I ...... ... 0.040
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TABLE 1.-FREQUENCY OF PRIMARY BRAIN NEOPLASMS IN RATS IN TWO-YEAR INHALAT10,

STUDIES--Continued

0 10 -33 I' 10
Study Sex O C) C0( 0:; p:n p;? n 1Cn

-jOSH

4  
ae . 0176 .................... 2T /70

pvalues
s  

- 0.011 0.2 51O 0 F-"3

1 Ex. 15, Data for 18 and 24 months sacrifices. dead/euthaazcd.
2 Numerator equals the number of braxis vth neap!asins. Dcnornnator cqJ"s to. ,rr I= cf &ruLT.:.,"%t=3 t LJl L=-=-c

were exarrned mxoscop:caVy.
First p-value in row ias for one-sided Cochran-Amtage test for a dozo-responzs trcc,. Rcmr-r.J -,izs £7o fc izis

exact test (one-sided) comparing responses in cominbed controls to these in tho rc-P e trCal-mrrt (ca.s (E' . 34).
4 Ex. 40.
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Several commenters (Exs. 11-74, 4V
110,126,144,152) submitted specific
criticisms of the Bushy Run study to the
record. Despite these criticisms,
however, both the EOIC (Ex. 152) and
the Health Industry Manufacturers
Association (HIMA) (Ex. 153) concluded
that the Bushy Run study presents
evidence that EtO is carcinogenic.
Several issues related to the Bushy Run
study that were raised by commenters
are discussed below.

First, two commenters (Exs. 11-74,47)
questioned the validity of the study
results because they believe that the
occurrence of the sialodacryoadenitis
(SDA) viral infection among the rats m
the study during the fifteenth month may
have confounded the results. The EOIC
(Ex. 47) speculated about the effects

,such a viral infection might have had on
the immune status of the rats, and HIMA
(Ex. 11-74) suggested that the SDA
infection might have had an impact on
the rat's long-term pulmonary
absorption of EtO.

Clinically, SDA infections usually
occur as acute epizootics that are
manifested as cervical swellings,
enlarged submaxillary salivary glands,
red-brown-colored ocular and nasal
discharges, sneezing, photophobia, and
ophthalmic lesions. Histopathological
lesions in rats infected with SDA virus
have been characterized and descrih~ed;
the lesions involve the submaxillary
salivary glands, Harderian gland, and
parotid salivary glands. SDA viral
epizootics vary in duration from 12 to 32
days.

The development of SDA viral
infections among study animals would
in general have an insignificant impact
on the outcome of most toxicological
studies. The possible occurrence of
secondary infection could compromise
respiratory ventilation and result in the
appearance of acute clinical symptoms.
Such an occurrence may compromise
the results of an inhalation toxicology
study in terms of high mortality from
infectious diseases, altered pulmonary
absorption of the test substance and,

consequently, altered pulmonary
-morphology.

William Snellings, director of the
Bushy Run study, testified (Tr. 525) with
regard to the potential effects of the
viral infection and the possibility of
flaws in the study as follows:

The thing that we did was to look not only
at our two control groups very carefully, but
control groups in our laboratory, the
historical controls and also controls that have
been published in (the) literature and results
from controls published in (the) literature. In
particular, in the tumors that were
found we found no
difference between the two
controls in the group * in the
same study or the controls in our lab (or)
historical controls or (controls) within (the)
literature.

So we made a statement that at least in the
control groups we had no adverse affect (sic)
that would contribute to an Increase or a
decrease m the normal spontaneous rate of
tumor production in the Fisher (sic) rat.

J.M. Ward of the National Cancer
Institute (NC1O, a pathologist active in
NCI's bioassay program, testified on
behalf of OSHA (Tr. 1113) that:

There's been no evidence for any
types of studies that show that (the) presence
or absence of a virus or a bacterial infection
or pneumonia will actually make a chemical
become a carcinogen or not become a
carcinogen .I would not consider
any infections in these rat bloassays as being
significantly important for deciding whether
the chemical may or may not be a carcinogen

There are many bloassays performed
all throughout the world where most animals
will have some type of infectious disease
even when they're maintained in a very clean
environment (Tr. 1114).

Since the tissues givtng rise to tumors
in the Bushy Run experiment are not
those traditionally affected by the SDA
virus (salivary glands, Harderian gland),
and since in the Bushy Run controls the
SDA infection did not have any effect
that might conceivably influence the
rate or occurrence of tumors, and in light
of Ward's testimony, OSHA concludes
that the outbreak of this infection among
the animals used in this study did not
have a substantial impact on the
validity of the results of the study.

Other commenters (Exs. 47 126) noted
that the mononuclear cell leukemia
(MCL] observed in the rats of the Bushy
Run study did not occur in other stratus
of rats and nce and had no human
counterpart. However, Jerrold M. Ward
of NCI. testifying on behalf of OSHA.
noted that:

The leukenia in the Fisher (sic) rats in the
Bushy Run study that was increased m
incidence has been recently described as a
specific type of leukena not only m rats but
also in humans as well Recent reports
of specific kinds of lymphocytic leukema m
humans have demonstrated that there are
some. if not many, types of lymphocytic
leukenuas which have a similar or identical
characteristics as * * (those) of the Fisher
(sic) rat mononuclear cell leukena (rr. 1107).

OSHA agrees with Ward that these
recent findings demonstrate similarities
between certain types of human and rat
leukemias, a finding wich increases the
relevance of the BRRC results to
humans.

The EOIC (Ex. 47) also criticized the
findings of the Bushy Run study
because, they contended, the only types
of tumors that occurred among the
treated animals were those that occur
spontaneously in this strain of rat.

In this regard, the EOICstated that-

The tumors which have been observed
have all been late-occurring neoplasms with
a spontaneous incidence in the Fischer 344
rat. No unique tumors were produced by EO
exposure, suggesting the possibility that EO
is active through a mechanism wich does
not involve initiation but rather promotion or
another form of modulation of the
spontaneous tendency to tumor development
(Ev. 47).

However, when questioned about the
likelihood that EtO is)a promoter rather
than a frank carcinogen, Ward
responded as follows:

I The increase[d] incidence of
spontaneous tumors (in the Bushy Run study)
has been used by many people to say that the
chemical is not a true carcinogen but *
may be a promoter or a potentiator or a
modifier"

But there are many potent carmiogens that
most people will agree * also increase
the incidence or apparently increase the
incidence of spontaneous tumors and you can
almost say that every type of induced
tumor seen in rats has also been seen
in control animals at least once.

" * I think the fact that ethylen'oxide
causes an Increased incidence of leukemias
and also squamous cell carcinomas may be
Indicative of the fact that the chemical may
act on different types of tissues * * which
may increase the incidence or actually cause
the type of leukena that's found (Tr. 1119-
110).

When asked about whether there might
be a promotional effect by EtO and
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what the significance of such an effect
might be, Ward responded:

Promotion is a fairly broad term
[Wie can almost say that most

carcinogens are promoters because they
would promote rare tumors. So I don't
like to use that term unless we really know
more about the chemical (Tr. 1120).

Up until now, many papers and
scientists have said that promoters may be
less dangerous than carcinogens * In the
last two years * we have evidence that
tumor promotion may also occur after *
not only long-term exposure but after short-
term exposure to low doses. So the tumor
promoters may in fact be just as dangerous
for causing or increasing the risk of cancer as

potent carcinogens m my opinion,
promoters may be as dangerous as
-chemicals that are not thought of [as]
promoters. (Tr. 1121).

Although the EOIC argued (Ex. 47]
that interpretation of the results of this
study may be "complicated by the
absence of a unique early-occurring
tumor," this uncertainty was put to rest
by the observation of gliomas m the
Bushy Run slides. Gliomas, malignant
tumors of the central nervous system,
were generally characterized by Legator
as "very rare" tumors (Tr. 104), and, as
was pointed out by Lemen of NIOSH:
"Gliomas had a low spontaneous
instance (sic,-mcidence] in these two
studies (BRRC, NIOSH]: Goodman
reported incidence rates of 1 to 2 per
thousand m untreated Fischer 344 rats
used as controls in several
carcinogenicity tests" (Tr. 312].

Another study (Ex. 93) submitted by
Ward confirmed the historically low
spontaneous incidence of gliomas in the
Fischer 344 rat; the spontaneous
incidence of gliomas among almost
52,000 Fischer 344 rats used m the NCI
bioassay program was reported to be 6.6
per thousand in male rats and 5.4 per
thousand in female rats. Ward also
testified that the incidence of brain
tumors in EtO-treated rats might have
been higher than the incidence found m
the Bushy Run study if the rats had been
exposed to EtO in utero or postnatally:

(The presence of) brain tumors
suggest[s] that these animals may, if
exposed to this cheucal* * (in utero or
postnatally) develop a higher incidence of
tumors* *

The brain tumors (found) * are also
very disturbing because there are very few
chemicals that cause brain tumors * * (in
animals exposed) after four weeks of age

So I would have to say that potentially tlus
chemical poses a significant hazard
based on the results of [the Bushy Run)
bioassay (Tr. 1128-1129).

The Health Industry Manufacturers
Association (HIMA) questioned (Ex. 11-
74] whether the large number of

statistical analyses performed on Bushy
Run data "may have produced some
misleading results identified as
significant" (Ex. 11-47 Appendix H).
The Bushy Run researchers applied a
statistical correction to their results,
based on the Boneferroni inequality, to
prevent just this type of problem.
However, HIMA (Ex. 11-74, Appendix
H) argued that had the BRRC study
protocol been designed originally to
include life-table analysis and the
performance of statistical tests only at
12, 18, and 24 months, rather than at
monthly intervals, the study's
conclusions would have been more
valid. HIMA pointed out that conducting
so many statistical tests increases the
likelihood of obtaining a significant
number of false positives.

To test whether the number of
statistical tests conducted had
influenced the BRRC results, OSHA
used an alternative approach to the
Bonferrom inequality correction. The
alternate approach bases calculations of
significance on the assumption that the
individual tests are independent. This
would represent the "worst case," since
any relation among tests decreases the
probability of detecting false positives.
After removing the Bonferrom
corrections made by the BRRC
researchers and applying the
assumption that tests for survival rate
are independent, OSHA determined that
the probability of finding 15 tests with p
< 0.01, or of finding five tests with p <
0.001 among the 260 tests is much less
than 0.05. Therefore, OSHA finds that
the statistical tests employed in treating
the BRRC data are valid and that the
Agency can be confident in its
conclusion that the survival of male rats
in the Bushy Run study was significantly
diminished by exposure to ethylene
oxide. If a similar probability approach
is used on the survival test results for
the female rats, the null hypothesis-
that there was no mortality increase
with exposure-is rejected even more
decisively

If similar probability calculations are
made for the results of the life table
analysis, significant exposure-related
effects are demonstrated for
mononulcear cell leukerma among the
female rats and for peritoneal
mesothelioma among the male rats. To
indicate a significant (p <0.05)
tumorigenic effect among the more than
250 tests conducted, at least 20 tests
must be significant at p <0.05, or 6 tests
must be significant at p <0,01, or 2 tests
must be significant at p <0.001. In the
tests for female mononuclear cell
leukemia, the results of at least 10 tests
are significant at p <0.001. In the tests
for male peritoneal mesothelioma the

results of at least 15 tests were
significant at p <0.01, and at least 7
tests are significant at p <0.001. A
significant overall tumorfgenic effect is
confirmed by the fact that the number of
tests that are significant at the lower
values of P exceeds the minimum
number of tests that would have to be
significant to demonstrate a significant
overall tumorigenic effect.

The most important statistical
argument for a dose effect is the
identification of a progressive
relationship between dose group and
response. The BRRC used time-adjusted
trend test analyses that were sensitive
to differences in both tumor frequency
and time-to-tumor, and consistently
found significant positive trends In each
of the five tests conducted to examine
dose-effect. Further, the tests
demonstated significant effects when
dose groups were compared to controls,
and additionally found significantly
increased tumor incidences when high-
dose groups were compared to low-dose
groups. Because the BRRC study clearly
identified these relationships, OSHA
concludes that exposure to EtO
significantly increased both mortality
and tumorigenicity among the BRRC
rats.

The NIOSH Study. The other animal
evidence that relates most strongly to
the question of carcinogenicity from
occupaitonal exposure to EtO is
provided by a two-year, NIOSH-
conducted chronic inhalation study of
male rats and male monkeys. The
preliminary results of this study were
reported in a 1982 memorandum from
NIOSH (Ex. 6-16). In that study, two
groups each of 80 male Fischer 344 rats
and 12 male Cynomolgus monkeys were
exposed to EtO at 50 ppm and 100 ppm,
respectively. Two groups, one of 80 rats
and one of 12 monkeys, were used as
controls and exposed to conditioned
anibient air. Dungn the study, all of the
ratgroups became infected with
Mycoplasmapulmorns which, begining
with the sixteenth month, caused the
death of a large portion of the rat
population (Lynch et al. 1982, as cited In
Ex. 47). Exposure was discontinued for
two weeks to permit animals to recover
from the infection.

Preliminary results of
histopathological evaluations of the
spleens from the EtO-exposed rats
indicate an exposure-related Increase of
mononuclear cell leukemia in the rats
exposed at 50 ppm but not in those
exposed at 100 ppm. NIOSH has
acknowledged (Ex. 6-16) that these
preliminary results must be interpreted
in light of the known spontaneous
incidence of leukemia in Fischer 344

Ill
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rats. It should be noted, however, that
excess mortality occurred in the 100
ppm group (19 percent survived as
compared to 49 percent of the controls).
At the terminal kill a significantly higher
frequency of leukemia was found only in
the group exposed to EtO at 100 ppm.

Of equal or greater importance,
however, is the study's dose response
relationship between exposure and the
development of gliomas, a rare tumor in
Fischer 344 rats, as noted earlier (Ex.
15). Gliomas were found in 5 of 79 rats
exposed at 100 ppm and 2 of 77 rats
exposed at 50 ppm of EtO. There were
no gliomas found in the 76 control rats
(see Table 1). A significant association
between exposure to EtO and the
occurrence of peritoneal mesothelioma
was also found in rats exposed to 100
ppm EtO, but not in those exposed at 50
ppm EtO. The findings of gliomas,
peritoneal mesothelioma, and leukemia
in the study parallel the findings made
in ihe Bushy Run study.

None of the monkeys m the NIOSI-
study (Ex. 6-16) demonstrated any
evidence of leukemia. Two of the
monkeys in each exposure group were
sacrificed for neuropathological
evaluation. The only significant findings
were the presence of axonal dystrophy
in the nucleus gracilis (a specialized
component of the central nervous
system) and demyelination of portions
of the gracilis tract in one monkey from
the low and one from the high dose
groups (Spnnz et al., 1982, as cited in Ex.
47). Based on this limited evidence, the
researchers were not able to reach any
conclusions as to the cause or
significance of these findings, but they
remain noteworthy in vie.w of the
findings of gliomas m the rats in this
study, and confirm that EtO affects the
central nervous system.

The overwhelming majority of
comments on the NIOSH study agreed
with OSHA's conclusions that these
preliminary results provide additional
evidence of EtO's carcinogenicity in
experimental animals. Leon Golberg,
consultant to the EOIC, testified that the
Bushy Run and NIOSH studies "yield
mutually confirming information, a dose
response relationship is apparent for
certain endpoint effects, and the
exposure conditions were well
controlled and monitored" (Tr. 491). In
light of the finding of gliomas in the
Bushy Run and NIOSH studies, Jerrold
Ward (NCI) stated (Tr. 1129) that these
"consistent results are also very
disturbing because there are very few
chemicals that cause brain tumors
postnatally."

Other studies. Additional evidence
supporting EtO's carcinogemcity has
been obtained from animal studies using

routes of exposure other than inhalation.
Dunkelberg (Ex. 2-18) and Walpole (Ex.
2-20) administered EtO by subcutaneous
injection; Van Duuren et al. (Ex. 2-21)
observed the effects of dermal exposure,
and Reymers et al. (Ex. 2-19] observed
the effects in rats accidentally exposed
to EtO-treated bedding, while another
study by Dunkelberg (Ex. 19)
investigated the effects of intragastric
administration of EtO. Several of these
studies were discussed in the preamble
to the proposal, a short review of each
will be presented here.

In 1979, Dunkelberg (Ex. 2-18)
reported preliminary results of a long-
term carcinogenicity bioassay in which
100 female NMRI mice were given
subcutaneous injections of EtO in 0.1 ml
tricaprylin in weekly dosages of 0,1, 0.3,
or 1.0 mg EtO per animal. Two control
groups, 100 untreated and 100
tricaprylin-treated mice, were used.
After 91 weeks of treatment. Dunkelberg
reported that the number of sarcomas at
the injection site increased with dosage,
while no injection-site tumors had
occurred in the control mice. The first
tumor appeared in the fiftieth week of
treatment. The number of tumors at sites
distant from the injection sites was not
significantly greater in the treated
groups than in the controls.

HMIA's submission to the docket
stated that, "the Dunkelberg study is of
limited value because it lacked suitable
controls and because irritants are
known to cause oncogenic effects at the
site of injection" (Ex. 11-74, Appendix
G). However, OSHA agrees with Ward
of the National Cancer Institute, who
stated that, "inductions [sic] of tumors
at the injection site means generally that
when the chemical is given at other
sites, it will cause tumors as well at
other sites, either at the site of
application or systemically" (Tr. 1124).

The further importance of the
Dunkelberg study (Ex. 2-18) was brought
to light when OSHA reviewed the
results of that study, which were
tabulated by the EOIC in its "Hazard
Assessment" (Ex. 47). This tabulation
shows that, regardless of the control
population used, EtO treatment at the
middle dose only once weekly induced a
1007o increase in tumors as compared to
treatment at the low dose.

Walpole (Ex. 2-20) subjected 12
"stock" rats to repeated subcutaneous
injections of a dose of 1 g/kg EtO in
Archis oil for 94 days. The small sample
of animals was observed over their
lifetimes. No sarcomas were observed at
the injection site.

Van Duuren et al. (Ex. 2-21) applied
100 mg of a 10 percent EtO solution in
acetone to the dorsal skin of 30 female
Swiss Millerton mice three times per

week for life. No tumors were observed.
However, as Jeanne M. Stellman
suCgested, either the minimal dose of
EtO administered or the route of-dermal
application may have accounted for the
negative results seen in this study (.-
4-59).

Reymers et al. (Ex. 2-19) accidentally
exposed a colony of inbred albino mice
to EtO-treated bedding for 150 days and
then moved the survivors to untreated
bedding for the remainder of their
lifespans. The tumor incidence in the 73
surviving females, ranging in age from
30 to 900 days. was 86.3 percent. The
most common tumors were ovarian,
leukemic (malignant lymphomas], and
pulmonary. In contrast, there were no
grosly detectable tumors in 86 females,
100 to 600 days of age, in the mouseline
from which the accidentally exposed
colony was started. HIMA criticized the
validity of this study on the grounds that
any residual EtO would have been
desorbed before the mice contacted the
EtO-treated bedding (Ex. 11-74). Since
the bedding was not analyzed for EtO
content, the validity of HIM.'s assertion
cannot be tested. However, the authors
of this study concluded that the
incidence of tumors in the surviving
mice could only be explained by their
contact with the EtO-unpregnated
bedding.

Dunkelberg (Ex. 19) reported the
results of a study in'whih 50 female
Sprague-Dawley rats were
mtragastrically given EtO in 1 ml of
salad oil twice weekly in doses of 7.5 or
30 mg/kg body weight for 150 weeks.
Two control groups. 50 untreated rats
and 50 salad-oil-treated animals, were
used. Although no local tumors were
induced in either of the control groups,
16 percent and 62 percent of the EtO-
treated groups, respectively, incurred
local tumors, mainly squamous cell
carcinomas of the forestomach. The first
tumor occurred in the 79th week. No
tumors were induced at sites distant
from the point of administration.

Conclusions

This comprehensive review of the
scientific evidence in the rulemaking
record has convinced OSHA that EtO is
carcinognemc in laboratory animals and
that a significant cancer risk exists for
workers exposed to EtO. The Agency s
conclusion is based on information from
many investigations in several species
of experimental animals involving
different routes of administration, as
well as positive results from several
human studies.

The epidemiological study conducted
by Morgan and coworkers (Ex. 6-5)
showed that a significant increase in
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pancreatic cancer and Hodgkins disease
occurred among 767 workers generally
exposed to EtO levels of 50 ppm or less.
Another study (Ex. 2--8) described three
cases of leukemia (vs. 0.2 expected]
during the period 1972-1977 among
Swedish factory workers exposed to an
EtO-methyl formate mixture. Two of
these workers with leukemia were
exposed to an estimated EtO level of
approximately 20 ppm (plus or minus 10
ppm). In a third human study (Ex. 2-22]
significant excesses of mortality from
leukemia and mortality from stomach
cancer occurred among 89 full-time
workers exposed to EtO. Although each
of these studies report small numbers of
cancer cases and is limited by the
methodological constraints that usually
accompany any attempt to describe rare
events in small populations exposed to
hazardous substances, both Stellman
(Ex. 4-59) and representatives of NIOSH
(Ex. 2-10) commented that these studies
should be considered as evide)ace that
EtO may produce an excess cancer risk
for exposed workers. The Agency also
agrees with the opuuons of Landrigan
(Tr. 341] and Golberg (Tr. 520) that,
although these studies do not provide
definitive evidence of carcmogemcity,
they are suggestive of an association
between occupational exposure to EtO
and cancer (leukemia) mortality.

Among the anmal studies examined
in the record, the BRRC study (Ex. 2-9)
provided the strongest evidence that
EtO is carcmogenic. Following lifetime
exposure to 33 ppm or 100 ppm EtO,
there was a significant increase m the
incidence of mononuclear cell leukemia
in female Fischer 344 rats and of
peritoneal mesothelioma in male rats of
the same species, and both of these.
effects were shown to be dose-related.
In addition, there was a significant dose-
related increase in the incidence of
gliomas, which are characterized as rare
tumors, in both male and female rats. A
study performed by NIOSH (Ex. 6-6, 6-
16), in Fischer 344 rats showed results
similar to those of the Bushy Run tudy.
In, the NIOSH study, there were
significant increases in mononuclear cell
leukemia, peritoneal mesothelioma, and
gliomas among rats exposed to 50 or 100
ppm. Although not as well -documented
as the BRRC study, other studies have
demonstrated the carcinogenicity of EtO
in animals exposed by injection (Ex. 2-
18) or oral (Ex. 19) routes.

OSHA agrees with NCI's Ward, who
testified that these studies "provide
significant evidence for the
carcinogenicity of ethylene oxide" (Tr.
1100).

OSHA also concludes that the
findings of gliomas among exposed rats

in both he Bushy Run and NIOSH
studies and findings described by Ward
of similarities between the Fischer 344
ratleukemia model and some human
.leukemias, dramatically increase the
importance and relevance of these
studies in assessing the carcinogenic
risk to EtO-exposed employees. In
addition, since significant increases in
tumor incidence occurred among rats
exposed to EtO at50 ppm (in the NIOSH
study) or less (in the BRRC study),
OSHA is confident that EtO's
carcinogenic response is manifested at
levels at and below those of OSHA's
current PEL of 50 ppm, thus establishing
that an excess significant cancer risk
exists at the 50 ppm PEL.

B. Mutageruc and Cytogenetic Effects
In the preamble to the proposed rule

on EtO, OSHA presented evidence that
EtO is mutagenic in both experimental
animals and in humans. As stated by
NIOSH in its Current Intelligence
Bulletin on EtO:

The ability of a chemical to serve as an
alkylating agent and to cause mutations in a
variety of biological test systems is widely
accepted as an indicator that the chermcal
may have carcmnogemc potential. Both
alkylation and mutagemcity have been
demonstrated for EtO. Further, effects of a
chemical on basic genetic material vithin the
cells of living mammals are relevant for
assessing mutagemc and carcinogemc
hazards for humans. Evidence of this nature
is available for EtO (Ex. 2-10).

The mutagemncity of EtO has been
observed in a wide range of biological
systems, including several microbial and
plant systems, Drosophila, mice and
rats. The submammalian studies have
been reviewed extensively elsewhere
(Ex. 2-10) and serve to further
demonstrate the mutagenicity of EtO.
Virtually every mutagenicity test system
applied to EtO has shown the chemical
to be mutagemc. Considerable scientific
evidence also demonstrates the ability
of EtO to induce chromosomal
aberrations (structural changes in
chromosomes that are mutational
events] and sister chromatid exchanges
(SCE] (the exchange of segments
between the two, chromatids of a
chromosome] in several mammalian
species, including humans.
Experimental Studies

Embree and coworkers (Ex. 2-35)
have shown that EtO causes mutations
in rat germinal cells using the domnant-
lethal assay. Male Long-Evans rats were
exposed to a single inhalation exposure
of 1,000 ppm EtO for 4 hours. Each male
rat was then mated to two females each
week for 10 weeks. Significant increases
in post-inplantation fetal deaths were

observed in the EtO test group when
compared with the control group.

Dominant-lethal mutations and
heritable translocations (a
rearrangement between chromosomes
which results in reduced fertility and
has been passed from one generation to
the next) were induced by EtO in two
experiments conducted by Generogo
and colleagues (Ex. 2-36). In the first
experiment, male mice were injected
intraperitoneally with 150 mg/kg EtO
(the maximum tolerated dose) and caged
with female mice for 22 days after
treatment. In the second experiment,
male mice were given intraperitoneal
EtO injections of either 60 or 30 mg/kg
for 5 days per week for 5 weeks.
Immediately after the last injection,
males were each caged with 3 females
for one week. In addition to observed
dominant-lethal effects, a dose-related
increased frequency of heritable
translocations was reported In male
offspring of mice exposed to EtO, These
findings demonstrated that EtO Is highly
effective in inducing genetic damage
that is transmittable to subsequent
generations.

Cumming et al. (Ex. 2-37) found that
unscheduled DNA synthesis (a measure
of repair of DNA damage) in the germ
cells increased with increasing dose
after male (101 x C3H) Fl hybrid mice
were exposed to 300 or 500 ppm of EtO
for 8 hours per day, 5 days per week for
one week. Furthermore, EtO at doses of
600 and 800 ppm was found to Inhibit
the repair of DNA damage, as measured
by a reduction in unscheduled DNA
synthesis occurring after the first 4
hours of exposure. Following several
exposure periods in a work-week type of
exposure regimen, the capacity of germ
cells to repair DNA damage decreased.
Thus, EtO was found both to induce and
to inhibit DNA repair, depending on
dose and exposure schedule.

A study conducted by NIOSH (Exa. 4-
60; 6-6; 6-16) was designed to explore
the cytogenetic effects of EtO exposure
in monkeys. Groups of 12 Cynomoltus
monkeys were exposed by inhalation for
7 hours per day, 5 days per week for 24
months, to 0, 50, or 100 ppm EtO.
Cytogenetic and spermatogenic
evaluations of the monkeys were
performed after 24 months of exposure.
Peripheral lymphocytes were cultured
and examined for chromosomal
aberrations and sister chromatid
exchanges (SCE); bone marrow was
examined for the presence of
micronucleated erythrocytes. NIOSH
reported that exposure to EtO
significantly increased the frequency of
chromosomal aberrations in peripheral
lymphocytes of monkeys in both

i I
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exposed groups; lymphocytes from
anmuls exposed at 50 or 100 ppm
showed approximately a 3-fold or 5.6-
fold increase, respectively, in abnormal
cells compared to the rate of aberrations
found in unexposed animals. The
aberrations observed by NIOSH
included Inradials and quadriradials.
NIOSH noted that the presence of
triadial and gudnradial aberrations in
lymohocyles was also observed by
Abrahams among EtO-exposed -orkers
(Ex. 2-39), and the NIOSH results lend
strong support to his findings. The mean
numberof SCE per cell was also
significantly increased in EtO-exposed
monkeys. The mean number of SCE per
cell was 5.7 in the nexposed group, 10.2
in the group exposed at 50 ppm, and 16.8
in the group exposed at 100 ppm. There
was also an increase in the number of
micronucler in polychromatic
erythrocytes from the bone marrow of
EtO-exposed monkeys (5 per 1,000 cells)
as compared to controls (1 to 2 per 1,000
cells). NIOSH concluded that these
results support the cytogenetic toxicity
of EtO. The total sperm count and the
percentage of motile sperm were
reduced in monkeys exposed to either 50
or 100 ppm EtO when compared with
controls, indicating an adverse effect on
testicular function and thus on fertility.

Yager and Benz (Ex. 22) exposed
groups of four male New Zealand white
rabbits to 0,10, 50, or 250 ppm of EtO by
inhalation for 6 hours per day, 5 days
per week for 12 weeks. Peripheral blood
samples were taken before the start of
exposure, at intervals during exposure,
and up to 15 weeks after the end of
'exposure to measure SCE rates in
peripheal-lymphocytes. Lymphocytes
taken from rabbits exposed at 50 ppm
and 250 ppm showed statistically
significant increases in mean number of
SCE per cell (9.47 and 13.17
respectively, after 12 weeks of exposure)
over lymphocytes from unexposed
controls [mean number of SCE after 12
weeks was 7.26 per cell). Fifteen weeks
after exposure ceased, the mean SCE
levels in rabbits exposed to 50 or250
ppm of EtO had declined but continued
to remain above their baseline SCE
levels. Mean SCE levels in the rabbits
exposed to EtO at 10 ppm did not
increase significantly above the baseline
level. Yager and Benz concluded that
Eta exposure results in a dose-related
SCE effect.
Studies of Occupationally Exposed
Workers

Several studies have demonstrated
that mutagemc effects similar to those
seen in ammals can occur among
humans exposed to EtO. Ehrenberg and

Hallstrom (Ex. 2-23) examined
lymphocytes tahen fom the blond of
seven worerz who wr-., acc:dmntcy
exposed to iugh ber-.-e unspe:icd)
levels of EtO for about 2 hor, arn who
had experienced acute symptoms. Tv.o
of these worlers ruir.d
hospitalization due to rea:p:atory
difficulties. Eighteen months aitr this
accidental expo.ure, the authors
observed a greater number of
chromosomal aberrations (brclas, -:ps,
and exchanges) in the exposed w.or:ers
than in an une:pozed control group of
persons from the same factory (p le:3
than 0.05).

Pero and colleagues Kx. 0-13)
examined the effects of exposure to EtO
on unscheduled DNA synthesis induced
by N-acetoxy.-2-acetylanmno fluorene (2-
AAF), a measure of repair of dam;e to
DNA, and on chromosomal aberrations
in the peripheral lyrnphocytes of w.-omen
employees in a Swedsh factory that
manufactured disposable medical
equipment. Seventeen EtO-exposad
workers and 11 matched controls
working at the same plant were
examined. Group A consisted of 12
packers exposed to an average of 0.5 to
1 ppm EtO throughout each working day
for 8 years. Group B was composed of 5
sterilizer technicians who had been
exposed for 0.8 to 3.0 years at EtO
concentrations of 5 to 10 ppm for I hour
per day. Chromosomal aberrations were
scored for both breaks and gaps.
Significant increases in the number of
total aberrations and the number of
breaks were found for Group B alone
and for Groups A and B combined, as
compared to controls. 2-AAF-induced
unscheduled DNA repair zynthesis was
inhibited significantly in Group A
employees. Pero and co.orlcrs verified
these findings mm in vtro studies of EtO-
induced unscheduled DA Lynthez; in
human lymphocytes. Based on these
tests of the effects of EtO rzn vivo nd m
vitro, Pero and colleagues reported that
EtO can both induce and inhibit DNA
repair and suggested that inhibited
repair might play a role in the
development of leukeua that has been
reported among EtO-eposed w:or kers.

In another study, Pero and co-workers
(Ex. 6-12) examined the effect of EtO
exposure on unscheduled DNA
synthesis induced by 2-AAF in
peripheral lymphocytes. Blood samples
were obtained from five male workers,
employed as sterilizing, packing, or
truck-driving personnel, who were
exposed to EtO at 8-hour TWA
concentrations of 0.3 to I ppin for 0.3 to
5 years. Control samples were obtained
from 12 men employed in a nearby
facility where no known mutagens were

in us e centrcls were matched with the
expzsed g ozp for age and sm olij
hIst ry. A c-nifcant daraese m DNA
rcpaw p:cfic-ency was observed in the
E:O-e:pojsd woarkem when compared
to cornols. These results, when tal:en in
conjunction wv-.h other study res-its,
unply that EtO not only can mduce
genctic lesions but inhhlts their rqar.
The two stud~as by Pero et al. mdcate
that exposure to EtO at average levels
as low as 0.5 ppm can cause alteratIuns
in the genclla material of human cells,
including significant increases in
chromozomal breahs and aberratloas.

The Pero studies (Er.s.-12, 6-I)
were criticized on the basis that the
workers were exposed to methyl
formate as well as EtO (Ex. 71). OSHA
points out, however, that EtO was nat
mixed with methyl formate in the m
vitro studies reported by Pero et el.
6-13), wich demonstrated sunelar
effects of EtO. OSHA believes it is
unlkely, therefore, that methyl formate
elicited them vivo effects.

Garry and coworemrs (Ex. 6-14]
studied a group of 15 employees who
worked in an EtO ster lization f3clty.
Clinical symptoms of the upper
respiratory tract and central nervous
system had been reported periodically
by many of these employees. Air
samples taken over a period of one-half
hour or more revealed a maximum Eta
concentration of 38 ppm at a distance of
15 feet from the sterilizer.
Concentrations of EtO greater than 1.510
ppm during the purge cycle were
reported near the open drain. Measured
TWA concentrations of EtO were
reported to be less than 50 ppm. Four of
the employees reporting symptoms a
significantly increased number of sister
chromatid exchanges at 3 weeks and 8
weeks after their last kmown exposure
to EtO as compared to a group of 12
employees who worhed in an adjacent
operating room. Another group of 8 Eta-
exposed worhers reporting fewer
clinical symptoms showed a significant
increase in the number of SCE as late as
9 weeks after thewr last EtO exposure.

A company using EtO in the
manufacture of health care products
reported the results of cytogenetic
evaluations of 75 workers with potential
EtO exposure at nine facilities (Ex. 2-
39). A group of 37 workers with no
knor.n EtO exposure. wao were
employed at one of the facilities, served
as controls. Exposure data indicated
that the facilities had complied with the
OSHA EtO PEL of S0 ppm as an 8-hour
TWA although there were instances
when short-term exposures exceeded 7,5
ppm, the NIOSH recommended short-
term limit at that time. Routine physical
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examination showed no unusual clinical
findings among EtO-exposed persons.
However, the number of chromosomal
aberrations was significantly increased
in peripheral lymphocytes from exposed
workers when compared to the number
in the unexposed group. Chromosomal
aberrations in exposed workers
included quadriradials, a rare form of
aberration. The frequency of sister
chromatid exchanges was also
significantly increased in exposed
workers when compared to the
unexposed group.

Shortly after these results were
reported, Johnson & Johnson initiated a
study to determine whether employees
potentially exposed to EtO showed more
chromosome changes than employees
thought to be unexposed. Johnson &
Johnson submitted results from the 24-
month Pilot Research Chromosome
Study of workers exposed to EtO at
three facilities (Ex. 4-17, Ex. 137 A, B,
C). The worksites selected were chosen
on the basis of potential employee
exposures to EtO prior to September
1980, with one site (Plant III)
representing high exposures (5-200 ppm,
8-hour TWA), another site (Plant II)
representing moderate exposures (1-10
ppm, 8-hour TWA), and the third site
(Plant I) representing low exposures
(less than I ppm, 8-hour TWA). Study
participants wer employed -n sterilizing
areas and were classified according to
whether their potential exposure to EtO
was high or low for their particular
worksite. Controls were randomly
selected from other areas of each plant
and matched by age and gender with
exposed workers; in addition, an outside
(community) control group was selected
for the study conducted at Plant III (the
high exposure worksite). Peripheral
blood samples were-collected at the
start of the study and at 6- 12- and 24-
month intervals. Chromosome studies
included assays of the frequency of
sister chromatid exchanges (SCE) and
chromosomal aberrations. Study
participants were interviewed to obtain
information on work history, medical
history, demographic data, and exposure
to other agents considered to be
potential confounders of a chromosome
effect.

Preliminary results of initial testing
and 6-month follow-up (Ex. 4-17)
indicated that at Plants 11 and III a dose-
related trend was observed for
increases in SCE. All use of EtO at Plant
III was discontinued after the first
survey. In spite of the cessation of
exposure at this plant, there was no
significant reduction in SCE scores by
the time of the 6-month follow-up study.
Dose-related increases in the frequency

'Qf complex chromosomal aberrations
were also observed at this plant (III). No
significant differences in SCE scores
were noted between potentially exposed
and control groups at Plant I (the low
exposure plant). Workers at Plant I were
not sampled at the 6-month period.

In August 1983, Johnson & Johnson
submitted to OSHA the 24-month SCE
Report of the Pilot Research
Chromosome Study, which completed
the analysis of SCE data through the 24-
month follow-up period (Ex. 137A). The
aberration data through the 6-month
follow-up period were also submitted
(Ex. 137C).

At Plant I, where exposures were
estimated to be below I ppm, when the
results were adjusted for smoking
habits, gender, and age, SCE levels for
the high-exposure group were
significantly higher than those of
worksite controls al'the initial
examination only; there were no
significant differences in adjusted SCE
levels between the high-exposure, low-
exposure, or control groups at Plant I at
any of the other survey periods, nor
were there differences in the unadjusted
SCE level at this worksite at any survey
period.

At Plant II, where exposures were
estimated to range between I and 10
ppm, the ajusted SCE levels for the high-
exposure group were significantly higher
than those of worksite controls and the
low-exposure group at the initial and 12-
month surveys but were not significantly
different at the 6-month or 24-month
surveys.

Adjusted SCE levels at Plant III for
both the high-exposure and low-
exposure groups were significantly
higher than worksite control levels at
the initial and 6-month surveys. In
addition, a clear dose-response trend
was evident in the findings for this
worksite. Although the use of EtO was
discontinued at Plant III after the initial
chromosome survey, adjusted SCE
levels among the high-exposure group
remained significantly higher than
worksite control and community control
levels throughout the 24-month testing
period. Community controls were tested
at the 6- and 24-month follow-up
periods. SCE levels for the low-exposure
group remained significantly higher than
those of worksite controls at the time of
the 6-month survey, but not at the 12- or
24-month survey; they were significantly
higher than community controls at both
the 6-month and 24-month follow-up.

Johnson & Johnson (Ex. 137A)
concluded that an increase in the
number of SCE in human peripheral
lymphocytes is associated with EtO
exposure and that the occurrence of this

effect is related to exposure levels.
Johnson & Johnson considers the
persistence of high SCE levels among
employees at Plant II, where exposures
were highest for the three plants
studied, to be the most striking
observation of its study. It also
concludes from results at Plant I that
environmental control of EtO can
prevent SCE levels that are above
baseline even among workers in "high
risk" jobs such as sterilizer operators.

Results of the 6-month aberration
analysis (Ex. 137C) for this study are
similar to those for the initial study.
However, the analysis of aberration
data for the 12- and 24-month follow-up
periods had not been completed by
Johnson & Johnson by the close of the
rulemaking record.

Johnson & Johnson also prepared a
summary of a chromosome surveillance
project (Ex. 137D] conducted at three
other plants (plants A, B, and C)
independent of the Pilot Research
Chromosome Study, For this study,
historical EtO exposure information was
collected from 1977 until the date the
first blood samples were drawn for
chromosome testing in 1981. These
exposure histories include data from 8-
hour TWA personal monitoring samples,
short-term exposure samples, and
exposure data collected for each
employee on the date of blood sampling.
The high potential EtO exposure group
at Plant A had an increased frequency
of SCE when compared to controls, The
low potential exposure group did not
have an increased frequency of SCE.
The 8-hour average exposure levels on
the date of blood sampling appear to be
virtually the same for the high and low
exposure groups. The high exposure.
group employees appear to have
experienced higher short-term peak
exposures (median short-term peak of
about 9 ppm) than did the low potential
exposure group (median short-term peak
of about 2 ppm), based on available data
for short-term exposure levels for Plant
A between 1976 and 1981.

The effect of EtO exposure on SCE
levels in humans was also studied by
Yager and coworkers (Ex. 4-10, 6--15).
The study population consisted of 14
sterilizer operators employed In two
hospitals. Short-term breathing zone EtO
exposures for these workers were
rigorously characterized. EtO exposure
for each worker and for each task was
expressed as an estimated cumulative
dose for the 6-month study period, on
the basis of results of breathing zone
samples and estimated EtO uptake. The
cumulative EtO doses of the 14 workers
studied ranged from 0 to 744 mg. For 30
observations of short-term exposure, the
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mean concentration of EtO was found to
be 82 ppm averaged over 3.5 minutes.
Three sterilizer operators with
cumulative doses of 0 ing were
subsequently included in the control
group. Control subjects were selected
from clerical and administrative staff of
the hospitals and two nearby research
institutions. Expcsed and control
subjects were matched for smoang
habits. Linear egressions of SCE with
dose showed a positive slope and
intercept [Ex. 6-18). The mean frequency
of SCE per cell -was significantly higher
in workers with cumulative EtO doses
exceeding 100mg (10.69 SCE per cell)
than for workers with cumulative doses
of less than 100 mg (7.76 SCE per cell) or
for controls [7.56 SCE per cell).
Moreover, the emergence of a cell
population with very high frequencies of
SCE was evident in the high exposure
group when the frequency distributions
of pooled cells from the two worker
populations were compared. This
observation was analogous to the cell
frequency distributions seen among
highly exposed groups in the rabbit
study reported by Yager and Benz fEx.
22). Yager suggested that thi shift in the
SCE distrjbution may be attributable to
the effect of cumulative unrepaired
lesions m the non-dividing population of
long-lived circulating lymphocytes.

The mutagemc potential of EtO and
the xelhtiva importance of the results of
investigations concerning its mutagenic
potential received numerous comments
during the hearings. There was little
dispute that EtO is a mutagen and that
the investigations indicated that this
material has a genotoxic mode of action,
that is, it directly affects the DNA.

For example, Leon Golberg testified
for the EOIC with regard to EtO's
mutagenic effects:

In view of the alkylating properties of
ethylene oxide it is not surprising that it gives
rise to gene mutations and chromosomal
aberrations-i very short time test systems.
Genotoxic effects observed in vivo include
dominant lethality and inheritable
translocations (Tr. 487.

Comments centered around three
related issues. These are: .(1) The
exposure-levels and durations that are
associated with EtO-mduced
cytogenetic effects in humans, (2) the
relationship between induction of
chromosomal aberrations or SCE and
health impairment, and (3) the
usefulness and necessity of routine
cytogenetic testing for EtO-exposed
workers Isee Medical Surveillance
discussion in the Summary &
Explanation Section). Arguments
pertaining to the first two issues are
discussed in the following sections.

F.:.posure Levels Associated With EtO-
Induced Human Cytogenetic Effects

Testimony and comments received on
the issue of the cytogenetic dose-
response relationship and the relevance
of the results of these studies to the
promulgation of a specific PEL focused
on the human studies conducted by
Yager and coworhers (Ex. 6-15] and by
Johnson & Johnscn [Ex. 137). After a
thorough review and evaluation of this
evidence, OSHA finds that these studies
indicate that chromosomal aberrations
and SCE are induced in workers
exposed to EtO levels between 1 and 10
ppm as an a-hour TWA.

In reviewing the Johnson & Johnson
study, Marvin S. Legator, testifying for
OSHA, stated:

The study conducted by Johnson & Johnson
will probably rank as one of the most well
conducted investigations in this area. The
protocol is excellent, confounding factors
were controlled, and an e:.pert committee
was convened to consult on.flus
investigation. The significance of this
well conducted study can be appreciated
better when one realizes that the pronounced
effect was seen with a limited population. In
one of the three plants studied. ci-ht workers
were considered in the hjh exposure, five in
the low exposure and eleven in the control A
dose-related response and persistent effect
was found at a TWA of 1--0 ppm. I hnow of
no other chemical v.hich, in a well conducted
study, a pcrsistent Effect -was detected at this
low a concentration (Ex. 21-2).

Relationship Between Human
Cytogenetic Effects and Health
Impairment

Concern over the application of
mutagemc investigations and/or testing
centered on the ability of the Agency to
use the mutagenicity data available to
determine occupational risk in terms of
current or subsequent disease. Legator
testified as follows:

In the area of toxicology, some of the mast
serious adverse health outcomes are those
induced by chemicals that cauce genetic
damage. Following the initial cenucal
exposure, the induced genetic lesion may
lead to irreversible, transne-ible damage.
The effects on somatic fbady) cells include
cancer, cellular seneszence. behavorial
anomalies (if neural dysfunction is involvei),
among other conditions. The effcctbs of
genotoxic agents on nerminal cells may
include aspermia and olirospermla.
spontaneous abortions, confenital anomalies,
diseases with chromosomal anomalics, and
multifactoral conditions E. 1-2).
Although at the present time,
quantitative predictions of the human
disease that may be induced by
chromosomal or mutagenic changes
cannot be made, it is clear that
chromosomal abnormalities indicate an
adverse effect on DNA. Furthermore, as

a biological monitor, chromosomal
change3 indicate that changes have
occurred in the genetic material of the
cells and hecnfe serve as an indicator of
systemic tissue exposure and rasponse
in the DNA of the cells. Evidence in the
record indicates that, in humans,
changes in the genetic material and
alterations in its repair occur at average
EtO ex-osura concentrations of 1 ppm
or less (ExMs. 4-10, 6-12, 6-13, 6-15 173-
D).

Comments on the use of the results of
cytogenetic studies as a basis for
promulgating a specific PEL centered on
OSHA's ability to determine the risk of
disease associated with EtO-mduced
cytogenetic effects. OSHA believes that
the cytogenic effects of EtO exposure
are of serious concern, particularly
when viewed in combination with its
carcinogenic and reproductive effects.
Nonetheless, the Agency has determined
that at the current state of scientific
knowledge, the cytogenetic data cannot
be used to quantify the excess risk of
disease caused by EtO exposure.

Several commenters (Es. 11-74,11-
135, 66,141-A. 150,153) questioned the
nature of the health impairment
resulting from cytogenetic changes
associated with EtO exposure. On this
issue, Johnson & Johnson commented
that:

(T]here is agreement in the scientific
comrmunitv that (correlations between
chromosome changes and human health
effects) have not bcn establishid with
regard to ethylnae oxide specifically, and that
In general the mechanism of cancer induction
has not been defined (Ex. 150.

Speaking for the EOIC, Julian Preston of
Oak Ridge National Laboratory testified
that increased frequencies of SCE or
chromosomal aberrations "have not
been associated with any subsequent
health effects, such that they are not
quantitative predictors of adverse health
effects" [Tr. 10091. Janice Yager
commented that:

A sister chromatid exchange (SCE) is the
visual manifestation of a four-stranded
exchange in the DNA. The number of such
exchanges in eukaryotic chromosomes has
bcen shown to be increased upon i vitra.or
in ivo exposure to agents that damage DNA
by forming covalent adducts or distorting the
bases by intercalation or formation of dimers.
Many such compounds are known mutaen-
carcinogens . An association between
SCE, and chronic health effects such as
cancer has not been established. However.
the biolo3ical significance of increased
exchange rates may be of importance since
SCEs appear to reflect perturbations during
the syrthes s phase of the cell cycle, and
further, increases in SCE rates occur upon
exposure to many mutagen/carmnogens
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which also increase response in othbr tests
for DNA damage (Ex. 2-13].

Regarding the uncertainty associated
with predicting specific health outcomes
from the appearance of SCE or
chromosomal aberrations, Marvin
Legator testified as follows:

(E)ven though the (correlation between
chromosome abnormalities and cancer in
experimental animals) is extremely good we
are talking about the early stage in a multi-
stage process. Therefore, we don't know the
final, clinical outcome. We simply haven't got
that data in front of us.

What we do know is, given a chemical that
causes chromosome abnormalities in any
biological system-this is a prime indicator of
exposure to a carcinogen if we're
talking about ethylene oxide not only
do we have the animal data, but we show
that this compound is also functioning and
biologically active in man. And that kind of
takes away a lot of the uncertainties in
extrapolation, because we have biological
effects in man at the cytogenetic level
multiple studies with ethylene oxide, where
indeed we have had effects below ten parts
per million.

I can't emphasize to you strongly enough
how unique this is. Again, I know of

almost no chemical that would cause that
effect at that low level (Tr. 68)

On the basis of the evidence in the
record, OSHA concludes that EtO exerts
a persistent and potent cytogrenetic
effect in humans as well as in
experimental mammalian and non-
mammalian systems. EtO has been
found to interact directly with DNA,
most likely by an alkylation reaction.
Cytogenetic findings in humans exposed
to EtO have included unscheduled DNA
synthesis and deficiencies in DNA
repair, sister chromatid exchanges, and
chromosomal aberrations, including
quadriradials, a relatively rare
aberration. Moreover, the mutagenic
and cytogenetic findings described
above support and strengthen OSHA's
conclusion that EtO is a carcinogen.

C. Reproductive Effects

Experimental Studies
'Four studies have assessed the

reproductive and teratogenic potential
of EtO in rodents. Snellings and
coworkers (Exs. 2-23, 54) exposed
groups of 30 male and 30 female Fischer
344 rats to 100, 33, or 10 ppm of EtO
vapor for 6 hours per day, 5 days per
week, for 12 weeks prior to mating.
Males and females were exposed 6
hours per day, 7 days per week during
the 2-week mating period, after which
the females were exposed for 6 hours a
day, 7 days a week-from day 0 through
day 19 of gestation. Two air-exposed
control groups were used. The median
number of pups born per litter in the 100
ppm exposure group (4) was

significantly lower (p < 0.001) than the
-median number for either control group
(9 or 10). The median number of
implantation sites per pregnant female
in the 100 ppm exposure group (6) was
significantly lower than the median of 10
or 11 for the control groups. The
percentage of females that became
pregnant and the percentage of males
proven fertile for the 100 ppm exposure
group were lower than those for the
control groups, but these differences
were not statistically significant. No
treatment-related effects were noted
among dams or their litters in the 33 or
10 ppm exposure groups.

Hackett et al. (Ex. 6-10) exposed 50
female Sprague-Dawley CD rats to 150
ppm of EtO for 7 hours per day, 5 days
per week, for 3 weeks prior to mating.
After the mating period, the pregnant
females were exposed to the same
regimen through the 16th day of
gestation. Two other previously
unexposed groups of pregnant rats were
exposed to 150 oppm of EtO from day 7
through day 16 of gestation, or from day
I through day 16 of gestation. There was
a significant increase in fetal deaths
(resorptions) in the group receiving both
pregestational and gestational exposure
when compared with either of the
groups receiving gestational exposure
alone or the control'groups. Ossification
of fetal skulls and sternebrae was
significantly reduced among EtO-
exposed rats compared with non-
exposed rats.

In the third study (Ex. 55), groups of
17-22 pregnant Fischer 344 rats were
exposed to 100, 33, or 10 ppm of EtO
vapor for 6 hours per day on days 6
through 15 of gestation. No significant
differences were found between EtO-
exposed groups and control groups in
the number of dead fetuses per dam or
the number of resorption sites per dam.
However, there was significant weight
reduction among fetuses in the 100 ppm
exposure group compared with controls.
The percentages oflitters and of fetuses
in the 100 ppm exposure group having
variations in ossification of distal
thoracic vertebral centra were elevated
compared with controls, but the
difference was not significant. No gross
abnotmalities were-noted among fetuses
in any group. The authors interpreted
the variation in ossification and
depressed fetal wiight in the 100 ppm
group to be consequences of maternal or
embryonic toxicity, not teratogenic
effect.

LaBorde and Kimmel (Ex. 2-24)
administered 75 or 150 mg/kg
intravenously to pregnant CD-1 mice at
one of four periods during gestation:
days 4-6, days 6-8, days 8-10, or days
10-12. Mice administered the 150 mg/kg

dose showed signs of toxicity, and a
significant reduction in mean fetal body
weight was noted for all four treatment
periods compared with controls. A
significant increase in the number of
malformed fetuses per litter was
observed amongmice treated during
days 6-8 or days 10-12 of gestation. The
majority of defects involved the thoracic
and cervical skeleton.

Two studies are available that
examined the teratogenic potential and
reproductive toxicity of EtO in rabbits.
Hackett and coworkers (Ex. 6-10)
exposed pregnant New Zealand white
rabbits to 150 ppm of EtO by inhalation
for 7 hours per day from day 7 through
day 19 or day 1 through day 19 of
gestation. No evidence of maternal
toxicity, fetal toxicity, or teratogenicity
was detected in exposed rabbits.

In another study conducted by Jones-
Price and coworkers (Ex. 6-9),
artificially inseminated New Zealand
white rabbits were administered
intravenous doses of 9, 18, or 36 mg
EtO/kg/day on day 6 through day 14 of
gestation, or doses of 18 or 36 mg/kg/
day on day 6 through day 9 of gestation.
Fifteen to 22 dams per group were
evaluated at sacrifice on day 30. Among
groups treated on day 6 through day 9 of
gestation, maternal toxicity was
minimal and no evidence of fetal
toxicity or teratogenicity was observed,
Administration of EtO on day 6 through
-day 14 of gestation resulted in a dose-
related decrease in maternal body
weight gain and gravid uterine weight,
There were significant dose-related
increases in the percentage of
resorptions and dead fetuses per litter,
and decreases in average live litter size,
No evidence of a teratogenic effect was
observed at any of the doses
administered.

The studies described above
demonstrate that at doses sufficient to
cause signs of materials toxicity, EtO is
fetotoxic in rabbits, mice, and rats, and
teratogenic in mice, when administered
during the gestation period. At doses
below those that cause maternal
toxicity, EtO is fetotoxic in rats when
both males and females are exposed
prior to and during mating, followed by
exposure of females during the gestation
period (Ex. 2-23). In addition to the
fetotoxic effect of EtO OSHA belives
that the study by Snellings and
coworkers (Ex. 2-23) indicates an effect
on the male reproductive capacity. This
is supported by studies (discussed in the
section on Mutagenic and Cytogenetlc
Effects) showing the induction of
dominant-lethal effects to EtO-exposed
rats (Exs. 2-35, 2-36), increased levels of
unscheduled DNA synthesis in the
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testes of exposed male mice (Ex. 2-37),
and reduced sperm count and motility in
EtO-exposed monkeys {Ex. 6-6).
Furthermore, the OSHA analysis (Ex. 6-
18) of the Bushy Run one generation rat
reproduction study (Exs. 2-33, 54)
indicated that the adverse reproductive
responses could be correlated with
specific EtO exposure levels.

In its "Health Assessment of Ethylene
Oxide" (Ex. 47), the EOIC emphasized
two important facts with regard to EtO
reproductive effects: 1. Evidence from a
number of experimental studies
indicates that EtO does reach and
penetrate into the reproductive organs
(Appelgren et al., 1977" Ehrenberg et al.,
1974; Cumming et al., 1981; Sega et al.,
-1981). 2. EtO does cause damage to the
gonads including testes and sperm
(Hollingsworth et aL, 1956; NIOSH 1982;
Lynch et al., 1983; Embree et al., 1977"
Cumming and Michaud, 1979; Generoso
et al., 1980; Sega et al., 1981).

Considered as a body of evidence,
OSHA believes that these experimental
studies strongly indicate that EtO
presents a potential reproductive hazard
when males or females are exposed.

Epideniologic Studies

Comment and testimony concerning
the issue of Eta-induced reproductive
toxicity focused primarily on a report
published by Hemmmki and coworkers
(Ex. 6-7), which suggests that women
exposed to EtO may be at an increased
risk of spontaneous abortion. Postal
questionnaires were sent to supervising
nurses at all general hospital (about 80)
in Finland to identify female workers
using EtO, glutaraldehyde, or
formaldehyde to sterilize medical
instruments. Six months later,
questionnaires were sent to all hospital
staff engaged in sterilizing activities and
to an equal number of unexposed nurses
(controls] chosen by supervising nurses
from nurse auxiliaries in the same
hospitals. The response rate was greater
than 90 percent for both groups.
Information collected in the
questionnaire permitted the researchers
to adjust for age, parity (number of live-
born children, decade of reported
pregnancy, coffee and alcohol
consumption, and smoking habits using
a linear logistic regression model. The
total number of reported pregnancies
among the sterilizing staff and controls
was 1,443 and 1,179, respectively.

No significant difference in crude
spontaneous abortion rate was detected
between sterilizing staff and controls
(11.3 percent versus 10.6 percent).
However, when pregnancies of
sterilizing staff were stratified according
to employment status at time of
conception; significant increases (p <

0.001) in both crude and adjusted
spontaneous abortion rates were
observed among sterilizing staff who
were exposed during pregnancy
compared with sterilizing staff who
were not exposed during pregnancy
(15.1 percent versus 4.6 percent,
adjusted rates). The controls had an
intermediate adjusted spontaneous
abortion rate of 10.5.

The effects of exposure to different
sterilizing agents on the frequency of
spontaneous abortion were analyzed.
Although the number of pregnancies in
exposed women was relatively small for
some of the exposure categories when
compared with the number of
pregnancies in non-exposed women,
significant increases in the spontaneous
abortion rates were observed for the
following categories: (1) Pregnancies
among women exposed to EtO with and
without other agents, (2) pregnancies
among women exposed to EtO or
glutaraldehyde, and (3) pregnancies
among women exposed to EtO alone. (In
the report, the category "ethylene o:mide
(with glutaraldehyde)" should read"ethylene oxide (or glutaraldehyde)"
Correction explained in Ex. 6-25). No
significant increases in adjusted
spontaneous abortion rates were found
among women exposed to
glutaraldehyde (with and without other
agents), formaldehyde (with and without
other agents), or glutaraldehyde alone.

An examination of the trend in
spontaneous abortion rates covering the
period 1950-1981 revealed a significant
increase in those rates for all
pregnancies in the later decades. This
result was interpreted by Hemnunki and
coworkers as being due perhaps to aging
of the population or a potential bias
resulting from the failure of women to
recall spontaneous abortions that
occurred 20-30 years ago. There
appeared to be a slightly lower adjusted
rate of spontaneous abortion amopg
non-exposed sterilizer operators than
among controls for each decade covered
by the study. This difference was not
explained by the authors, but may have
been related to employment status, as
many of the unexposed sterilizer
operators were not employed during
unexposed pregnancies, whereas many
of the nurse auxiliaries (controls) were
employed during pregnancies.

When the authors examined data on
the pregnancies of the sterilizing staff
and controls from the Finnish hospital
discharge register, covering the period
1973-1979, they found a significantly
higher rate of spontaneous abortion
among EtO-exposed staff (22.6 percent)
compared with the rate for controls (9.2
percent). The spontaneous abortion rate
for non-exposed sterilizing staff was 9.9

percent. The ratio of the number of
spontaneous abortions to the number of
live births was also significantly higher,
among EtO-exposed staff (33.3 percent)
compared with controls (11.8 percent).
Since spontaneous abortion is known to
affect the outcome of future pregnancies,
data on one EtO-Qxposed woman and
two control-group women who had had
two or more spontaneous abortions
were eliminated from the analysis (.Ex.
6-215). After this adjustment, the
spontaneous abortion rates were 17.2
percent for EtO-exposed women as
compared with 8.2 percent for controls.
The findings from the hospital register
thus appear to corroborate the findings
based on the postal questionnaire and
suggest that a prior history of
spontaneous abortion does not
significantly affect the trend seen in the
total register data set.

Exposures to EtO between 1976-1931
in Finnish hospitals were estimated to
be 0.1 to 0.5 ppm TWA, with the highest
recorded peak reaching 250 ppm.
Exposure levels of other sterilizing
agents were not reported.

The investigators had no
measurements of exposure
concentrations before 1976, but stated
that no major changes in technology or
instrumentation in these sterilizing units
have taken place since 19 4 when the
present EtO gas mixture was introduced.
However, on the basis of information
obtained from supervisors of sterilizing
units, they believed exposures to EtO
may have been higher in the past
because less information was available
on EtO's harmful effects, and less
caution, was taken in its use.

In response to comments on the
appropriateness of the comparison
group and the need for further age
adjustment, Hemmin a et al performed
an additional analysis of the interview
data (Ex. 29), comparing only those
pregnancies that began during hospital
employment for both women exoosed to
sterilizing agents and unexposed nursing
auxiliaries from the same hospitals.
Data were age-adjusted by 5 year age
groups. The rate of spontaneous
abortion was found to be hghest for
pregnancies with exposure only to EtO
and was significantly different (p less
than 0.05) from the rate for controls
working during pregnancy. In addition,
Hemminki et aL. found, using hospital
discharge data, that the rate of
spontaneous abortion for controls
working in hospitals during pregnancy
was not significantly different from the
rate for all controls. These authors
reiterated that in various tabulations,
exposure to EtO, rather than to other
agents, correlated with the hghest rate
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of spontaneous abortions. Hemminki et
al. further addressed criticisms
regarding potential sources of bias and
concluded that none of these could
explain the consistent increases in rate
of spontaneous abortion with exposure
to EtO.

Several concerns over possible
limitations of the Hemminki study
surfaced during the hearings and
comment period. Much of this testimony
was the result of a visit to Dr. Hemminki
by representatives of the EOIC and
HIMA, which was conducted to
examine supplemental data (Exs. 63, 64).
Concerns expressed by commenfers fall
generally into three categories. These
include: (1] The possibility that
participants in the study knew of its
purpose, resulting m biased selection of
cohort members and reporting of
pregnancy outcomes, (2) inadequate
control of confounding factors relevant
to the induction of spontaneous

"abortion, and (3) the lack of industrial
hygiene data that would relate exposure
levels and durations to spontaneous
abortion rates. Testimony and
comments received by OSHA on these
issues are summarized in the following
sections.

Control of Potential Recall and
Reporting Biases

Several commenters (Exs. 11-74, 11-
135, 61, 67 141-E, 141-E-2,141-E-3, 152,
153, Tr. 622, Tr. 689) expressed the
opinion that the methods used by
Hemminki and coworkers could have
resulted in a biased selection of study
participants as well as a biased recall of
pregnancy outcomes. On the recall bias
issue, Susan Austin of the EOIC
commented in a letter to the editor of
the British Medical Journal:

If the questionnaire stated that the study
was investigating sterilization gases, this
could have introduced a stimulus for
differential reporting of adverse outcomes
between controls and sterilizers and * *
between the sterilizers' exposed and
unexposed pregnancies. The direction of the
bias would be consistent with the
observed excess of spontaneous abortions
among exposed pregnancies. Although the
hospital discharge data suggest that the
observed elevation in abortion rates may be
real, the data shown in Table 3 (of the
Hemminki study] were crude, rather than
adjusted rates and were based on smaller
numbers of pregnancies than encompassed
by the questionnaire. (Ex. 62, Attachment II.)

This comment was reiterated by the
EOIC in its written assessment of the
Hemminki study (Ex. 63).

Similarly, Otto Wong and Robert
Morgan of Environmental Health
Associates stated in a report to the
EOIC that:

Once the woman received a questionnaire,
she might be more likely to report
reproductive failure if she understood the
purpose of the study * and that she was
exposed (Ex. 67).

However, two other commenters
suggested in letters to Austin that the
extent of any recall bias is minimal.
Jennie Kline of Columbia University
pointed out that, because the data from
the hospital discharge register are
consistent with the questionnaire data,
" * * it seems unlikely that the
increased risk of abortion among
pregnancies exposed to ethylene oxide
compared to those unexposed is owed in
any large part to differences in recall"
(Ex. 61). Bernard Pasternack of New
York University School of Medicine
stated that:
(After adjustment for decade of pregnancy]
the time-dependent recall effect appeared to
be roughly equivalent for exposed sterilizers,
unexposed sterilizers, and controls . A
selective recall bias may have existed to
some extent as many of the non-exposed
sterilizers were unemployed during their first
pregnancies. The degree to which
employment status affected recall or
awareness of nmiscarrmages would determine
the importance of this factor. (Ex. 141E-2).

In response to the criticism that bias
may have been present because many
nonexposed sterilizers were
unemployed at the time of their first
pregnancies, Hemminki conducted a
new analysis of the questionnaire data,
including only those pregnancies that
had occurred during hospital
employment (Ex. 29). Spontaneous
abortion rates, adjusted by 5-year age
groups, were 20.4 percent among women
exposed to EtO alone, as compared with
11.3 percent among non-exposed
hospital workers (p < 0.05).

From this analysis, Hemminki
concluded, " * * we are unaware of
any such bias that could explain why
exposure to ethylene oxide rather than
to glutaraldehyde or formaldehyde
would correlate with an increased rate
of spontaneous abortions Ex.
29).

On the issue of the potential for
selection bias among supervising nurses
who were requested to identify control
and sterilizer cohort members, Susan
Austin commented as follows:

[Dr. Hemmmki] states that the covering
letter to supervising nurses specified that the
control group was to be selected preferably,
from one climc, which would inhibit them
from selecting women based on a knowledge
ofitheir reproductive history. (Tr. page 725,
lines 12-13). The actual wording of the
questionnaire does not bear this out. It states:
"For the control group, we wish you to
choose assistant nurses who do not work in
equipment maintenance, X-ray or operating
rooms. There should be the same number of

assistant nurses as there are of the
individuals studied. This group could Include,
for example, all assistant nurses who work in
a certain department. We hope that you will
decide in advance (without consulting with
the individuals in question) which assistant
nurses are chosen for the sttdy." Those
instructions permit a great deal of flexibility
on the part of the supervisory nurses on the
actual selection method which they could
use. It does not specify how controls must be
selected and therefore introduces a strong
possibility that selection bias may have
occurred. Dr. Hemminki further asserts that
this letter to the supervisory nurses "did not
give any specific information to the
supervising nurses of the exact idea of the
study" (Tr. page 727 lines 9-13). However,
the letter does in fact explain very clearly the
specific purpose of the study. To quote: "Thu
purpose of the second part of our study Is to
concentrate on the possible harmful effects
connected with the use of ethylene-oxide,
glutaraldehyde and formaldehyde. For this,
we are asking for information directly from
those individuals who use these substances
and from their control group." Therefore, bias
could have been introduced as a result of this
knowledge (Ex. 141-E).

In responding to this criticism,
Hemnunki testified as follows:

I should like to emphasize that the
hospitals in Finlandare fairly large. There
are hundreds of nursing staff for each
supervising nurse It requires very
much imagination to think [that] the
supervising nurses would be aware of the
pregnancies of all their staff These
matters gre not openly discussed in
Finland * So, on this point I would say
that * chances for
selection would be very minimal (Tr,
726).

Pasternack agreed with this assessment,
commenting that:

The authors rightfully pointed out the fact
that (selection bias) was not likely to be a
factor. As mentioned earlier, each supervisor
had an excess of 100 employees, making
contacts infrequent. Besides, it is apparently
a custom in Finland not to openly discuss
matters pertaining to pregnancle, and
miscarriages at work (as per Dr. Hemminki's
testimony). In addition, the exposing agent
information was obtained six months prior to
the questionnaire distribution (Ex. 141E-2).

Kline commented that:
Although the introductory paragraph to the

questionnaire indicates a focus on the effects
of exposure to instrument caretaking gases
on fertility and health of offspring, response
rates were similar and high for the sterilizing
workers and comparison workers. We
cannot, however, exclude the possibility that
the reproductive experiences of thesezwomen
who declined to complete the questionnaire
differed for sterilizing workers and
comparison workers. The somewhat greater
proportion of women who had bean pregnant
at least once among the sterilizing workers
who responded to the questionnaire than
among the comparison workers who
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responded is consistent with this possibility.
With the data at hand, it is unclear whether
or not response rates varied with exposure
status (including sterilizing agent) and
reproductive experiences for women who had
been pregnant at least once (Ex. 61).

OSHA agrees with the comments and
testimony of Hemminki, Pasternack, and
Kline. Although, because of the wording
of the letters to supervising nurses and
of the questionnaires, there was a
potential for recall and selection biases
m the Hemminki study, it is unlikely that
these biases significantly affected the
results. This is suggested by the results
obtained by Hemmmki and coworkers
from the hospital discharge register,
which is relatively free of such biases,
indicating that exposure to EtO is
associated with an increased risk of
spontaneous abortion. In addition, if
significant recall and selection biases
were present, one would expect that
they would be reflected similarly m the
adjusted spontaneous abortion rates
among pregnant women exposed to
glutaraldehyde or formaldelhyde. This
is, m fact, contrary to the findings of
Hemmmki and coworkers.

Control of Factors Related to
Spontaneous Abortion

Several commenters (Exs. 11-74, 11-
135, 63, 64, 65, 67 141C, 141E-2, 152, 153)
expressed the opimon that there was
inadequate control of confounding
factors m the study by Hemmmkia and
coworkers. Confounding factors that
were discussed include age, prior
reproductive history, and smoking and
drinking habits. For example, the EOIC
assessment of the Hemminki study
reported as follows:

Although the rates reported in Tables I and
II (of the Hemminki report) are adjusted for a
number of variables including age, parity,
year (or decade) of pregnancy, coffee
drinking, smoking status and alcohol
consumption, the adjusted rates for the two
non-exposed groups continue to reflect
considerable disparity. This could suggest
that the adjustment procedure used was
inadequate. The age control is of
questionable usefulnessgiven that 80 to 90
percent of all pregnancies fell within the 20 to
34 years of age group, and within this
category, no further age adjustment was
made. No control for employment status or
history of previous spontaneous abortion was
included and controls for alcohol, smoking
and drinking habits related to a woman's
"current" habits and not to her habits at the
start of each pregnancy. These considerations
suggests that disparities in the distribution of
risk factors between groups may not have
been completely corrected. (Another) concern
is that this study focuses on "pregnancies"
rather than "women" The analyses
presented in the study require the assumption
that the pregnancies are independent
observations, which they are not (Ex. 63).

On the issue of appropriate control of
the effects of age on reproductive
outcome. Susan Austin added for the
EOIC that-

The differential age distribution between
the exposed and unexposed prenancies of
the sterilization workers is reported to have
been "rather small" by Dr. Hemmin [Tr.
page 767. lines 8-13]. Table A-6 of the Trip
Report (OSHA Ex. 64) contradicts this
assertion When ethylene o~ade
exposed pregnancies are compared to the
non-exposed sterilant work1ers pregnancies,
the difference in maternal ages Is quite
marked. Sixty-four percent (4.5-) of the EtO
exposed pregnancies w;ere [among women)
greater than 30 years of oe compared with
only nineteen percent (19 ) of the non-
exposed pregnancies. Such a large difference
in maternal a-e distributions calls Into
question the adequacy of the method used to
control [fqor age in this study (Ex. 141E).

The disparity between spontaneous
abortion rates of non-exposed women
and controls was also cited by the EOIC
(Ex. 63) as evidence of improper control
of age and other confounding factors.
On this point, Kline responded as
follows:

The Ethylene Oxide Industry Council
critique points out that the frequency of
abortions among the unexposed pregnancies
of the sterilizing workers is lower than that
among the pregnancies of the control group.
Several possible sources for this disparity are
suggested including insufficient analytic
control of year of pregnancy, maternal age
and parity, and differences in employment
status (working/not working) during
pregnancy. With regard to the conjecture that
there was insufficient analytic control, the
data at hand do not permit a full evaluation. I
think it unlikely that differences in the
distributions of pregnancies over time explain
the disparity between unexposed and control
pregnancies because Figure 1 (of the
Hemmnki study) suggests that the disparity
has been relatively constant over time
With respect to maternal age, In most
populations the rates of spontaneous
abortion betveen ages 21 and 34 years are
fairly constant, increasing by about 253
during the intervaL Thus it seems unlikely
that a disparity between the unexposed
pregnancies of sterilizing vorkers and
controls is due to inadequate analytic control
of maternal age. Parity was anal,-zed as a
continuous variable, and thus any disparitics
between unexpo.-edpre:ancjcs to sterilizers
and controls that might exist have probably
been controlled for adequatelyS. M' should
note that these three factora undoubtcdly
'ary together and so that even if there %vas

inadequate control of all, the effect vovuld
be unlikely to be additive (emphasis ad]dJ
({E. 61).

Criticism of inadequate control for
lifestyle and prior reproductive or
medical history focused on the fact that
information only on current health was
sought on the questionnaire. As
discussed by Austin, " * the factors
smoking, drinking and coffee

consumption, could not have been well
controlled as they reflected the womans'
[sic] habits at the time she answered the
questionnaire-not at the time of her
pregnancy" (Ex. 141E).

The lack of control for prior medical
history was discussed by Shirley R.
Andersen of H. W. Andersen Products,
Inc.:

The Finnish questionnaire failed to collect
crucial information concerning maternal
health. Examination of the etiology of
spontaneous abortions emphasizes the
importance of this factor maternal
chronic diseases which affect the outcome of
pregnancy (e.g.. hypertension, diabetes, heart
or renal disease), drug therapy or use of
narcotics, and family history of illness *
intercurrent illness during pregnancy (e.g.
toxoplasmosis. herpes simplex or
mycoplasma infections) and blood (ABO)
Incompatibilities. No sections of the Finnish
questionnaire addressed these factors, which
exert more Influence than use of tobacco or
alcohol, on the outcome of pregnancy Mx. 11-
135).

OSHA agrees that these factors may
influence the outcome of pregnancy.
However, many of the illnesses listed by
Dr. Andersen are associated with late
pre-natal and post-natal adverse effects
such as low birth weight and neonatal
morbidity and mortality.

Their influence on the rate of
spontaneous abortion is not well
defined. Second, the purpose of
including comparison groups M the
study is to control, via the design of the
study, for other factors which might
influence pregnancy outcome, and
which could be assumed to be
distributed randomly among EtO-
exposed and unexposed groups of
women.

A comment by Austin was typical of
comments received on the issue of
inadequate control for prior
reproductive history:

Dr. Hemmiki argued that multiple
spontancous abortions were not confounding
factors In his study. (Tr. page 759. lines 107).
However, it is possible that the distribution
of vomen who had multiple spontaneous
abortions could have differed sufficiently
between the groups beig compared to have
produced artificial differences m rates. Dr.
Hemnunki produced data which suggested
that this was not a problem with the subset of
pregnancies hospitalized but no such data
have been made available with respect to the
much larger set of self-reported pregnancies.
Since the risk of spontaneous abortion nearly
doubles after a woman's first spontaneous
abortion, failure to consider this problem in
the analysis must be considered a great
weakness of this study (Ex. 141E).

As pointed out by Kline, prior
reproductive history and the issue of
whether women or pregnancies are the
proper unit of analysis are difficult
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problems to resolve in conducting
human studies like that of Hemminki
and coworkers. Kline states:

As the Ethylene Oxide Industry Council
critique notes, the unit of analysis was
pregnancies, not women. One assumption of
maximum likelihood logistic regression is
that observations are independent. This
assumption was violated, and it is unclear
what effects, if any, this might have on the
results of the analysis. Studies of
spontaneous abortions pose a particularly
difficult problem since not only are
characteristics of the woman, such as
maternal age, related to abortion risk, but
also characteristics of successive
pregnancies; that is, women with one
spontaneous abortion are at increased risk of
a subsequent abortion. There is not even a
modest experience in the literature to "draw
on which compares analyses of pregnancies
versus analyses of women (Ex. 61).

In spite of these analytical problems,
many commenters agreed that the
results of the Hemmink study, taken m
combination with animal data that
demonstrate the fetotoxic potential of
EtO, suggest that occupational exposure
to EtO results in an increased risk of
spontaneous abortion. For example,
Kline commented as follows:

In sum, I consider that the data presented
by Hemminki at al. (1982) raise the possibility
that working during pregnancy in a hospital
job which involves exposure to ethylene
oxide may increase the risk of spontaneous
abortion. In spite of the several questions
which we have discussed, the data show a
good deal of internal consistency. Similar
results were obtained from an analysis based
on questionnaire data and one which was
based on recent pregnancies ascertained in
the hospital discharge data. The association
was similar for registered nurses and for full-
time instrument caretakers (data provided by
Dr. Hemminki). Given that it appears that the
Increased risk of abortion related to work
with ethylene oxide is greater than that
related to work with glutaraldehyde, these
data raise the possibility that the association
is owed to exposure to the agent, ethylene
oxide, rather than to employment during
pregnancy (Ex. 61).

Similarly, Pasternack commented that:
In spite of several problems in the study

design, it is possible that EtO was
responsible for an excess of spontaneous
abortions (especially if supported by animal
studies 1. The fact that two other
sterilizing agents did not result m a
statistically significant excess of spontaneous
abortions further supports this finding *
(Ex. 14113-2).

After reviewing the Hemminki report
NIOSH concluded that Hemminki's
findings cannot be discounted, even
though the study was not as definitive
as desired. (Ex. 40).

The EOIC (Ex. 47] reported an
investigation by Yakubova et al., who
examined the effects of EtO exposure in

female production workers and reported
an increased incidence of gynecological
disorders among those with EtO
exposure. Two hundred eighty-two
exposed workers (equipment operators
and laboratory assistants] were
compared to plant administrators (259)
in the same factory and 100 other
nonexposed workers from other
institutions. The level of EtO exposure
was said not to have exceeded 1 mg/ms
(approximately 0.5 ppm). The increased
incidence of gynecological disorders
(described as diseases of the cervix and
uterus) was reported to be lghest
among equipment workers and was
attributed to exposure to higher
concentrations of EtO for longer periods
during a working day than was the case
for the laboratory assistants. Other
effects on pregnancy, such as threat of
miscarriage and toxemia, were reported
to have occurred in equipment operators
and laboratory assistants at a higher
frequency than in the nonexposed
groups. Because of insufficient
information on either the study design or
the methods of assessing exposure or
outcome, and an inadequate description
of the study groups, tus study is very
difficult to evaluate and can only serve
as suggestive supporting evidence for
the findings of Hemmmki et al. that EtO
exerts an adverse effect on reproduction
in females.

Although soveral commenters (Ex. 47)
have characterized the reported findings
on reproductive effects as attributable to
a variety of other chemicals, the record
evidence, especially that pertaining to
the work of Hemmnki and his co-
investigators, suggests that reproductive
disturbances do occur as a result of
exposure to EtO. Moreover, these
findings are supported by extensive
evidence from experimental studies
conducted at several institutions (Exs.
2-23,,2-36, 6-10).

The proper interpretation of
reproductive animal data is a subject of
debate among toxicologists. Little
information is available as to the
appropriateness of using animal
reproduction data as a basis for the
quantitative assessment of risk in
humans. OSHA notes, however, that the
excess adverse reproductive responses
shown by the Bushy Run reproduction
study are consistent with the excess in
spontaneous abortions demonstrated by
the Hemminki data.

Although it is possible to find
methodological shortcomings in any one
ot these reproductive investigations, it is
prudent to consider these findings as a
body of evidence that provides
additional support for the Agency's
decision to take regulatory action on
EtO. OSHA concludes that there is

sufficient qualitative evidence in the
rulemaking record to indicate that EtO
poses a reproductive hazard for both
mdn and women.

D. Other Health Effects

The ACGIH TLV of S0 ppm was
established in 1968 on the basis of the
toxic effects of EtO encountered in
industry resulting from cutaneous
contact with aqueous solutions of the
compound (Ex. 6-3). These solutions
cause primary Irritation and
sensitization of the skin. Chronic
intoxication of humans by EtO had not
been reported prior to 1968.

The ACGIH's 1966 documentation did
discuss several experimental studies
involving laboratory animals that
showed that exposure to high
concentrations of EtO vapor (204-841
,ppm) caused Irritation of the respiratory
passages, growth depression, and injury
to various organs. Repeated exposures
for 6 or 7 months [at 113 or 49 ppm) in
rats caused no effects except for a
growth depression and a moderate
increase in lung weight at 113 ppm, The
1966 documentation also noted that
repeated exposure of dogs, rats, and
mice at 100 ppm for six months caused
no significant effects except for slight
anemia in the dogs.

In the preamble to the proposal,
OSHA requested additional information
on all health effects resulting from
exposure to ethylene oxide, including
cancer. Several participants In the
rulemaking submitted information and
testimony about the neurotoxic and
sensitization effects which can result
from EtO exposure. Considerable
,evidence in the rulemaking record
suggests that reducing the 8-hour TWA
to I ppm will not only reduce the risk of
EtO-related cancer but will also
decrease the risk that workers will
experience these unpleasant and
potentially dangerous effects of
exposure. Several of these effects have
been observed in both animals and
humans and will be discussed below.

Several animal species have shown
the effects of peripheral neurotoxicity
due to EtO exposure. The EOIC noted
that:

This (effect) takes the form of a paralysis
and subsequent atrophy of the muscles of the
hind limbs, with an associated decrease In
pain perception and reflexes, also In the hind
limbs. In those studies where post-exposure
observations have been sufficiently
prolonged, it has been observed that there Is
a slow but apparently full recovery within 3
to 6 months of the cessation of exposure to
EO vapor. The species In which this
peripheral neurotoxic effect has been
described are rat, mouse, rabbit, monkey, dog
and cat (Ex. 47).

• - a : .. . .• . . . ... .. . .. . . o ... ...
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A discussion-of the neurotoxic effects
seen in the EtO-exposed primates used
i the NIOSHInhalaflon study (dose
groups of 0 and 100 ppm) was
described in the Ipeamble to OSH ts
proposed standard as follows:

Two of the monkeys in each erposure
group were sacrificed for neuropathological
evaluation.The only significant finding was
an mcree of axonal dystrophy in the
nucleolus -1SC nucleus] gracilis n1 the
expernmental monkey as compared to the t;o
controls and demyelination of portimns of the
grailetractin one of themonkeys ineach of
thelow and'hlgh dose groups (&x. -6).

Inits "Hazard Assessment" the EOIC
also described the loss of reflex
responses and neuromuscular ficftion
in mice exposed to EtO at 100 and 50
ppm Ex. &7). The authors report that
there were no effects at 10 ppm EtO and
that bstomoghological changes were
not-observed at any level. OSHA cannot
evaluate the significance of these results
because the detailed report of these
findings is not available to the Agency
at this time. OSHA is able to point out,
however, -hat based on available
evidence, the threshold for effects in
mice, if one exists, is below 50 ppm, the
level of the current OSHA PEL.
Furthermore, the lack of
neuromorphological changes in rodents
at comparable concentrations suggests
that prmates may be more sensitive to
neurotoxicity induced by EtO.

The EOIC further noted that (Dx. 473:
* * The lowest concentrations ofEO

likely to produce clinical evidence of lund-
limbparalysis lie above 200 ppm, with no-
effect concentrations having been
demonstrated in the range of 100 to 115 ppm.
It follows that the threshold concentration for
the induction of paralytic neurotoxic effects
for most species is in the range 100-200ppm.
This accords with the absence of clinical
signs ofnerotoxicity m ischer 344 rats
exposed to EO vapor at concentrations of 10,
33 and 100 ppm for a hours a day. 5 days a
week for up to 2.years (Snellings et aL, 1981).
Additionally,.prmates exposed to 50 or 100
ppm fEO forB hours a day, 5 days a weAk
for (a) total of 24 months showed no clinical
evidenceofneurotoxicity, * * However,
demyelination was seen in the distal portion
of the fasciculus gracilismnlof 2 mana.ey-. of
both the ih-mid low-doseEO groups, and
the presence of-axonal dystrophy was also
notedim the nucleus gracilis (Sprz etal,
1982).

However, when the early signs of
neurotoxicity are considered, the no-
effect level in animalsis lower than that
reported for obvious neurotoxmc effects
such as peripheral paralyss..Mice
repeatedly exposed to EtO vapor at
various concentrations in the range 10-
236 ppm showed a dose-related trend in
their responses on several
neurobehavioral measures included in

the Irrin neurobehavier.l zcrecn jr.:.
47). The EOIC (Ex. 47) rcpjrteI th 4at ne
threshzld for miduation of bLrc:;:"na
neuratoxic Effect3, s-uch coaa~nl
gait znd locomotcr cctivity, .*.aG ,43 ppm,
and the no-effzct level vwz: :20 ppm.

In humans, the mzat frequcn!y t:!cd
effects oT acute EtO cvtrc:;pcou:e
include the fcio;"ming rerw:b1a e cl::
Eye and respiratory tract -r.tatian,
lassitude, nausea. -omiting, darhca.
vertigo, headache, loss of consciousness,
convulsions, cnd occasionaly,
disturbances of b.hzwor (Mi. 3). Many
of these effects appear to be neurotoac
in ongin. For example, the EOIC [Ex. 47)
noted the fact that nausea and vomting
occur following percutaneous abso.pion
as well as inhalation of EtO. It zu-rezted
that these effects may be
neuropathologic in origin, becauze
substantial relief is obtained if atr!i-
emetics are gwen intravenously.
Dizziness, coma and convulsions are
often also ascribed to a central
depressant effect because they may
occur even when lung function is not
compromised.

The EOIC further discussed the matter
of neuropathology when it reported that:

The first credible clinical description of
peripheral polynouropathy occurring in man
as a result of occupational overe:xposure to
ethylene oxide (EO} vapor was not published
until 1979 (Gross et al., 1679). However, it had
been appreciated since the 2930s that EO is
capable of producing centrally mediated
pharmacologic and behavioral effects. Now
the number of published observations on
exposed animals or clinical caces of
overexposure to EO sufficc3 to confirm that,
under appropriate exposure conditions,
inhalation of EO vapor can produce
pharmacologc and toxic effects on the
nervous system that present as vrsorimotor
central or penpheral signs and symptoms
which may be accompanied by behavioral
changes. VEx. 47)

Although the effects of repeated
exposure to EtO were reported in the
-literature as early as 1937 the first clear
clinical description of peripheral
neuropathy caused by such e:npoure
was provided by Gross and lus co-
workers (1979), who examined four
workers employed in a sterilizng
facility that had a leaking sterilizmo unit
(Ex. 473. The EOIC reported that:

* There wacs one case of acute
encephalopathy with normal ncrve
conduction studies, two casea having both
clinical and neurophysziological evidence of
peripheral neuropathy affecting the upper
and lower limbs, and one asymptomatic
individual who had evidence of cononmotor
polyneuropathy on electrophysiological
examination. The amplitude of muscle action
potentials, moderate decrease in conduction
velocity, and signs of denervation were
compatible with an axonal degenerative

nroti. n the 61 M;;3taiC caes there
wvas marLAd~nLa r~n ~~
two wceks =f tirr=tf EO c:.-=:=-'
over a -27MA --fi =0rz'-~tews
improvement =n canducki'n studis m oly
one of the thre. individash Smally found
to have abnor nlitis The concentrations of
EO to vmwi the workers were exposed are
unkniV;,n bat MlInt m.:1Ezy csreed the3
vapar n:: an =;= o =ca '
occasto t ct L--# .M. p;3 t- -.

29--s).

Two recent case stuies of sterilizer
workers eposed to EZO have come to
OSHXs attention (Finexii et al., 19S3
and iXuzuh ara et al.,1,93) (Ex. 471.
Kuzuhara et al. faund a onal
degeneraton with changes m the myelin
sheath: unmyelinated nerves were also
involve; in the ae;eneratie process-,
and muscle tissue show.ed typical
denervaton atrophy. The morphalogical
degeneration was accompanied by
electrophysiologic changes which
implied axonl neuropathy. EOIC cites
the author- commening that-

Our experiences indicate that chronic
repeated exposure to ethylene oxide can
cause sensormotor po!meuropathy of axonal
type, even if each enposure is very b=eEf To
eliminate the hizds, etlrvhine made levels
should be monitored strictly, and a safety
limit for peak exposure should be
established. The ventilation system should
efficiently reduce the ethylene oxide gas that
diffuse- from the sterilizer when the door is
open m loadin- and unloading (E. 47].

The EOIC reported that Finelli at al.
(1983) described similar peripheral nerve
conduction abnormalities (Ex. 47). These
authors noted that the changes detected
by electromyogramn as well as the signs
and symptoms of neurolopcal damage
to be reversible, as NIOSH has
previously noted. In commenting on the
current OSHA standard, Finelli et al.
(1933) stated:

As in othr tonic ne-opalutes. =div'duc
vulnerability to EtO is srZezted by the
involvement of only some exposed workem
The US standard for occupational exposure
to EtO is So ppm for an eight-hour time
.-eiGhted average. H=ever. the
concentration to which bumans may be
exposed safelv is uccertain In ad:Mtin to
measurmg the concentrafi of EtO. it is
Suggested that wvhen svlnptomati: cases of
EtO-mduced plyneurpathy are identified
fellow worlers should be exammed climcaliv
and electrodiagnootically to determine the
incdence of asymptomatic neuropathy in
that particzlar facilty. Thns may help to
Identify susceptible person. for vdhssm
removal from ex-yosure to EtO would be
advisable.

The lowest concentrations of EtO that
have been reportea to produce the early
symptoms of neurotoxicity in humans
were observed by Garry and colleagues

25753



Federal Register / Vol. 49, No. 122 / Friday, June 22, 1984 / Rules and Regulations

(Ex. 6-14), who conducted a study of 12
exposed employees working in a
hospital sterilization area. The
maximum EtO concentration to which
these workers were exposed was stated
to be 36 ppm. The investigators reported
incoordination in 2 of the 12 exposed
employees, dizziness in 3, weakness in
4, nausea and difficulty of speech in 5,
headaches in 6, and diarrhea and
conjunctival irritation in 7 None of the
persons who served as controls m this
study reported any of these symptoms
(Ex. 6-14). However, there is little
quantitative documentation concerning
the concentrations of EtO that cause
these effects in humans. The EOIC (Ex.
47) concluded that, "Since sensory
irritant effects are often present, and
because it has been stated that EO (in
these cases) could be smelled, the signs
and symptoms noted above probably
only occur in man at EO concentrations
of several hundred ppm."

During the informal public hearing,
several witnesses described neurotoxic
effects caused by repeated exposure to
EtO at concentrations below 50 ppm.
June McMahon of the Service
Employees International Union, AFL-
CIO, reported that several workers in
Local 715 complained of tingling
sensations in their extremities,
headaches, and skin lesions, although
air samples showed that exposure levels
were below the 50 ppm limit prescribed
by Table Z-1 (Tr. 1247). One of these
workers was diagnosed as having
neurological problems of unknown
cause (Tr. 1247).

Eric Frumin of the Amalgamated
Clothing and Textile Workers Union,
AFL-CIO, testified that at Johnson &
Johnson Company facilities, where an
internal standard of 1 ppm as an 8-hour
TWA has generally been met, there are
still a substantial number of EtO-
exposed workers who complain about
eye irritation, dizziness, nausea,
extreme fatigue, disorientation, and, in
some cases, rashes (Tr. 1307-1308).
Although the company does not believe
that EtO is the cause of these
complaints, the workers are convinced
that they are caused by EtO (Tr. 1307).

Peter A. Roy, a Certified Industrial
Hygienist from the University of
Minnesota, testified about two cases of
EtO-related peripheral neuropathy in his
experience, one of which also resulted
in permanent lung damage (Tr. 268). Roy
(Ex. 36) and others also submitted
information suggesting that EtO
exposure may cause occupational EtO
sensitizations in susceptible individuals.
He noted that in one facility there were
medically verified cases of damage to

the sense of smell, which was attributed
to nerve damage in the nasal epithelium.

Roy also testified (Tr. 269) about
several cases of sensitization personally
known to him that occurred as a result
of relatively constant occupational
exposures of 10-15 ppm as 8-hour
TWA's in areas where sterilized
products were being stored. According
to Roy (Tr. 270-271), 'Some of the
people who developed the sensitizations* indicate that * * * (these)
sensitization(s) kept getting worse and
even levels similar to the existing or
proposed PEL could still elicit the
(sensitization) response."

In his written testimony, Roy (Ex 36)
indicated that in numerous cases:

Sensitizations were severe enough to
require the affected employees to avoid all
subsequent contact with ethylkene oxide.
These health effects have resulted m workers
compensation claims, difficulties in finding
new employment, disruption of lifestyles, and
apparent cross-sensitization susceptibilities
m individuals that were so sensitive that
other irritant or sensitizing chemicals would
also have an effect.

According to Roy (Ex. 36), EtO
sensitization symptoms

*Included pulmonary sensitization,
similar to asthma, and the development of
skin rashes and facial swelling similar to
"hives." This skin reaction to airborne EtO is,
I presume, a systemic reaction to EtO
exposure, and is not likely a direct skin
contact phenomenon [sic]. My onginal
reports of apparent EtO sensitizations were
questioned by some, but I submit that if one
analyzes the chemical activity of ethylene
oxide, and its ready ability to alkylate other
organic chemicals, including body proteins,
then an immune allergic response via the
"Hapten" mechanism, similar to that of many
other small highly-reactive molecules, is not
hard to envision for EtO. In my opinion the
occupational allergic illnesses, irritations I
have seen (occur) at levels below the existing
PEL. (Tr. 214)

Some similar reactions resulting from
exposure to EtO were summarized by
the EOIC (Ex. 47):

For humans exposed to ethylene oxide
vapor (EO, sensory warning signs, such as
odor, cannot be detected until high
concentrations of EO occur. Continued
exposure results in olfactory fatigue (Cawse
et al., 1980). Other sensory warning signs,
including irritation of the upper respiratory
system, have been reported to be
undetectable in humans accidentally exposed
to high concentrations of EO (Thiess, 1963).

Some of the problems encountered in
human exposure to EO have resulted from
cutaneous contact. Not only is EO a potent
skin irritant (Taylor, 1977), but it has been
reported in a study with humans, under
laboratory research conditions, to result in
delayed hypersensitivity following dermal
exposure (Sexton and Henson, 1950).
However, the authors of this report stated

that these types of allergic reactions have not
been observed in the workplace with
employees who have had frequent contact
with EO over a period of many years. Other
reports of human signs from acute exposure
to high concentrations of EO have included
observations of diarrhea, delayed nausea,
and vomiting (Thiess, 1903).

On the basis of the above evidence,
OSHA believes that adverse neurotoxic
and sensitization effects are occurring
as a result of exposure conditions
permitted by OSHA's current 50-ppm
EtO standard. Regarding the neurologic
effects, it is likely that these effects
occur from chronic exposures at EtO
levels lower than 50 ppm. Although
current information does not permit the
no-effect exposure levels for EtO
neurotoxicity and sensitization to be
determined with certainty, the record as
a whole clearly suggests that lowering
the TWA will significantly reduce the
nsk that employees exposed to EtO will
experience these effects.

E. Conclusions

OSHA's determination that EtO is a
potential occupational carcinogen was
based primarily on the positive findings
of the chronic inhalation studies
performed at the Bushy Run Researoh
Center and for NIOSH. This is supported
by the strongly suggestive
epidemiological findings of Morgan at al,
and Hogstedt et al. Many positive
effects from in vitro mutagenic
investigations establish the genotoxic
mechanism of cancer induction. The
work of Calleman et al, suggests that
EtO may elicit this action by alkylation
of DNA.

The work of Pero et al, and the data
submitted by Johnson & Johnson
establish that EtO exposure at relatively
low levels produces effects in man
related to its probable carcinogenic
mechanism.

The recent report of Hemminki et al.
suggests that EtO exposure may cause
an increase in spontaneous abortions,
The fetotoxic hazard of EtO with regard
to exposure of the female is supported
by positive findings in the animal
studies performed by Hackett at al.,
Jones-Price et al., and La Borde and
Kimmel. This type of effect could be
induced by changes in the DNA and
which are known to be produced by
many alkylating agents such as EtO,
OSHA feels that the adverse
spermatogenic effects of EtO on the
primates alone, which are consistent
with EtO's effects on DNA, ate
suggestive of an effect on the male
reproductive capacity. This conclusion
is supported by the one generation study
in rats conducted at the Bushy Run
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Research Center. Furthermore, the
establishment of the dominant lethal
effect by Embree et al., heritable
translocations by Generoso et al, and
alteration ofDNA m testes of
experimental ammals establish the
hazard of heritable changes following
exposure of the male.

In summary, findings in humans and
experimental animals exposed to EtO
are indicative of damage to the genetic
material {DNA). These include
hemoglobin alkylation, unscheduled
DNA synthesis, sister chromatid
exchange, chromosomal aberrations,
and functional sperm abnormalities. In
addition, evidence from in vivo studies
shows that m animals and man, DNA
damage may occur in the form of
increased incidence of cancer, mutation
in offspring, and spontaneous abortions
following exposure to EtO. Other
adverse effects from EtO exposure such
as neurotoxicity and sensitization, and
acute effects such as skin lesions, eye
irritation, dizziness and nausea have
also been observed.

V Quantitative Risk Assessment
As'discussed in the proposal, OSHA's

approach to risk assessment is guided
by recent Supreme Court interpretations
of the OSH Act, namely decisions
involving benzene (Industrial Union
Department, AFL-CIO v. American
Petroleum Institute, 448 U.s. 607 (1980));
and cotton dust (American Textile
Manufacturers Institute v. Donovan, 452
U.S. 490 (1981)). The Court has ruled that
OSHA may not promulgate a standard
unless it has determined, based on
substantial evidence in the record
considered as a whole, that there is a
significant risk of health impairment at
existing permissible exposure levels and
that issuance of a new standard is
necessary to achieve a significant
reduction in that risk. Although in the
cotton dust case the Court rejected the
use of cost-benefit analysis in setting
OSHA standards, it reaffirmed its
earlier holding m the benzene case that
a risk assessment relating to worker
health is not only appropriate, but is, in
fact, required in order to identify a
significant worker health risk and to
determine whether a proposed standard
will achieve a reduction in that risk.
Although the Court did not require
OSHA to perform a quantitative risk
assessment in every case, the Court
implied, and OSHA as a policy matter
agrees, that such assessments should be
put m quantitative terms to the extent
possible (48 FR 17292).

OSHA has presented its views on risk
assessment m detail in several
proceedings (48FR1867 48 FR 45956, 48
FR 51124), as well as in the rulemaking

record for EtO, including the preamble
to the proposed standard and the
preliminary quantitative risk assessment
for ethylene oxide (48 FR 17292, Ex. 6-
18). A summary of OSHA's approach to
quantitative risk assessment is ofiered
below as introduction.

Several approaches have been used to
estimate cancer risk from e:posare to
toxic agents. A standard approach uses
mathematical models to descrie the
relationship between dose (such as
airborne concentration) and reponse
(eg., cancer). Generally, curves are fit to
the data points observed at diffarent
cxposure levels and these curves are
used to predict the risk that would occur
at exposure levels which were not
observed. The shape of these curves is
varied, ranging from linear
extrapolations from the observed points
through the origin (zero exposure and
zero risk) to curves which may daviate
far from linearity at the very highest and
very lowest doses. The use of a
particular model or crve can be
justified in part by a statistical measure
of "fit" to available data points, that is,
a statistical test which measures how
closely a predicted dose-response curve
is to the actual observed data.

In all cases it is assumed that the
mathematical curves are reflective of
biological processes that control the
biological fate and action of the toxic
compound. To date, many of these
factors have not been quantitatively
linked to the mathematical models.
Biological factors whch may play
important roles in the risk assessment
are: (1) Dose of the matenal at the
sensitive tissue; (2) the sensitive
tissue(s) itself; (3] the nature of the
response(s); (4) rates and sites of
biotransformation; (5) tomcity of
metabolites: (6) chronicity of the
compound (cumulative nature of the
material or its actions); (1-
pharmaco:metic distributian of the
material (especiAlly FZects of dose on
the distribution); (3) the effect of
biological variables such as age, sex,
species and strain of test animal; (9) and
the manner and method of domrag the
test animals (48 FR 43359).

It is clear that all of these factorm
cannot be easily incorporated into a
single mathematical model. Therefore,
careful selection of the data for
evaluation in the model is important to
the risk assessment in order to make use
of as much information as possible. In
cases where several data sets are
available, such as the case of EtO, the
results of different approaches applied
to different data sets should provide a
guide as to the optimal approach to risk

asse.ssment, and they should compare
logically with each other.

Several different mathematical
modas are disnssed in this preamble.
Most of the mod'als are based on
theories of cancer development, such as
the onehit, the multistage, and the
gamma muhiihit models. Other models
commonly used for risk assessment
(such as the probit, logit. and Weibill
models) have d.velopsd from to---anace
curves of responses to tcxic substances.
These are oiten applied in the prediction
of cancer but have also been used to
predict is!: for other actions of tomns. A
linear model is generally used for
epidemiologic data due to its b:ologcal
plausibility and simplicity of use. Details
on the form of these mathematical
models can be found in OS-A's
preliminary quantitative risk assessment
(Ex. 6-18).

A number of participants in the
ethylene oxide rulemalan- commented
on OSHA's approach to quantitative
risk assessment (QRA] in general.
particularly noting the need for human
data on which to base a quantitative
assessment of risk ((F_-.s4-18, 4-2. 11-
39, 11-110). However, the Court
specifically noted in the benzene
decision that "imposing a burden on the
Agency of demonstrating a significant
risk of harm will not strip it of its ahiLty
to regulate carcinogens, nor will it
require the Agency to wait for deaths to
occur before taking any action" (448 U.S.
at 655]. This holding by the Court
strengthened OSHA confidence in
proceeding with the quantitative risk
assessment based on animal data.

In the preamble to the proposed
standard. OSHA outlined its approach
to the quantitative estimation ofnsk
from exposure to EtO, including the
selection of the data base, general
assumptions and models used. On the
basis of its preliminary quantitative rs]:
assessment, OSHA concluded that the
best estimate of occupational risk from
exposure to EtO 50 ppm was 634 to 1.093
excess cancer deaths per 1000 exposed
workers. This figure was used to support
OSHA's finding that exposure to
ethylene o-ide represented a significant
risk to workers.

Some commenters disageed with
OSHA's quantitative approach to rsk
assessment, specifically the reliance on
results from mathematical models and
experimental dataI m predicting human
response (Es. 4-31, 11-110]. However,
the comments submitted by B.AF
Wyandotte. a producer of FO.
expressed the views of many
participants and recognized the
suitability of OSHA's approach; BASF
Wyandotte concluded that-
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OSHA must perform formal risk
assessments based on valid.animal tests. The
Agency must: (1) Extrapolate from the higher
dose levels of response to the much lower
exposure levels normally found in the
workplace, and (2) extrapolate from the
animal species to man. The methodology of
extrapolations necessarily includes the use of
mathematical models. This procedure is
necessary in order for the Agency to
establish a new standard which minimizes
the possibility of adverse health effects from
exposure to ethylene oxide based on cost-
effective control measures (Ex. 4-54).
While a number of commenters
expressed concern over certain aspects
of the OSHA risk assessment, in general
the comments noted the clear
inadequacy of the 50 ppm PEL and the
need to lower the PEL based on
-assessments of risk (Exs. 4-28, 11-68,
11-71, 11-110, 11-131, 11-133, 47).

The following discussion reviews
OSHA's risk assessment as presented in
the proposal, summarizes and evaluates
comments submitted on Lhat risk
assessment, including alternative risk
assessments, and offers OSHA's final
assessment of the level of risk posed by
occupational exposure to ethylene
oxide.
A; Experimental Evidence Available for
Risk Assessment.

The Bushy Run Research Center
Carcinogenicity Study

OSHA's prelminary quantitative
estimates of risk were derived from
results of a two-year inhalation study on
rats performed at the Bushy Run
Research Center (Snellings et al., BRRC
study, Bushy Run study) (Ex. 2-9). The
study was selected for the quantitative
assessment of risk because it provided
at that time, by far, the most precise
quantitative information available from
any study on ethylene oxide. In the
study, Fischer 344 rats were exposed to
airborne concentrations of 100, 33, or 10
ppm of ethylene oxide vapor for six
hours per day, five days per week, for
approximately two years. Two control
groups were exposed only to air under
similar conditions. Initially, 120 rats per
sex group were exposed, and at each
six-month interval a portion of the
animals was sacrificed to determine
possible exposure-related effects.

The investigators employed.two
independent control groups in the study
to gain a better assessment of variability
in the unexposed animals. Results in the
two control groups (for the tumors of
interest] were not significantly different
and the two groups were combined for
purposes of the OSHA quantitative risk
assessment.

In the preamble to the proposed
standard, OSHA characterized the

suitability of the BRRC study for risk
assessment (48 FR 17293). OSHA
concluded that the data were
appropriate for risk assessment
purposes for the following reasons:

(A) High quality of information (FDA
good laboratory practices inspection);

(B) Statistical significance of observed
increases in neoplasm incidence;

(C) Availability of concurrent control
information;

(D) Dose-response relationships that
were observed in both sexes;

(E) Well-documented specifics of the
dosing regimen;

(F) Availability of information on ages
of individual rats at death; and

(G) The inhalational dosage which is
the major route of human exposure.

The usefulness of this study for
quantifying risk was also attested to by
the Ethylene Oxide Industry Council
(EOIC) m its "Hazard Assessment of
Ethylene Oxide"-

The results which are best able to support
a quantitative assessment of human cancer
risk are those of the Bushy Run study, with a
preference expressed for use of the incidence
data on peritoneal mesotheliomas. The
leukemia data, while capable of supporting a
quantitative risk assessment, offer a lower
level of confidence in the results because of
the higher spontaneous incidence of MCL
than peritoneal mesotheli6ma in Fisher (sic]
344 rats (Goodman et al., 1979), the possible
specificity of this disease for this strain of rat,
and the late-occurring nature of the disease
(Ex. 47).

Several commenters raised a number
of issues involving the suitability of
using the results of the Bushy Run study
as indicative of a carcinogemc effect of
EtO, and the applicability of risk
estimates derived from these data to the
human situation. Several of these issues
were well-delineated by the Health
Industry Manufacturers Association
(HIMA) in its review of the Bushy Run
study (Ex. 11-74), and they include
discussion of the effects of possible
differences in dosage, dynamics of
exposure, metabolism, pharmacokinetics
and repair mechanisms between
species. The questions raised concerning
the use of this animal study for risk
assessment purposes are not specific to
ethylene oxide. These issues often
present themselves in the task of
extrapolating risks derived from animal
data to man. The issue of the
carcinogenicity of EtO has been
discussed m detail in the Health Effects
section of this preamble where OSHA
concluded with confidence that EtO
should be considered a potential human
carcinogen. Moreover, in terms of the
appropriateness of applying risks
derived from animal data to the human
situation, Crump testified that:

So, I would not certainly hold todthu
idea that regulation must wait until positive
human data are available. I believe that
animal data do provide an adequate basis for
quantifying human risk (Tr. 142).

He noted that support for this comes
from the fact that:

Estimates of human risk from animal data
are based upon the imperical (sic)
observation that there is a quantitative
relationship between chemical effects in
animals and chemical effects in humans.

Actually, this really forms a basis of
toxicological investigations with animals. If
there were no quantitative relationship
between animal responses [and human
responses], then the results obtained from
animal data would be very limited. But there
is a quantitative relationship which has been
observed imperically (sic) and has been
observed for carcinogenesis, (Tr. 143).

Although these issues may increase
uncertainty in the final numerical risk
estimates, they do not discount using
animal studies for quantitative risk
assessment purposes when
epidemiologic data of sufficient quality
are not available. Furthermore, there
was little indication in the record to
dispute the choice of the experimental
animal data as the most appropriate
data upon which to base the
quantitative estimates of cancer risk
from EtO exposure.

As Crump noted in his testimony (Tr,
142):

The human studies available on Ethylene
Oxide are limited in terms of size. They are
also limited in terms of exposure. I believe
that to be their principle (sic) limitations as
far as quantitative risk assessment is
concerned and quantification of risk
assessment I believe in the case of
Ethylene Oxide. the animal data currently
provides the strongest basis for doing
quantitative risk assessment.

Therefore, OSHA concludes, as stated
in the preamble to the proposal, that the
Bushy Run study remains an appropriate
data base on which to rely in making
quantitative estimates of risk.

At the time of the proposal, the BRRC
study reported that a statistically
significant increased incidence over the
control levels had been observed for
two different neoplastic lesions:
peritoneal mesothelioma in the male
rats and mononuclear cell leukemia in
the female rats. These lesions also
showed significant dose-related trends
(the p value for the one-sided Cochran-
Armitage test was less than 0.00001 for
both groups) (Ex. 34). As Crump
testified, "For mesothelioma In male
rats, and mononuclear cell leukemias In
female rats, these tests are highly
indicative of a dose-related carcinogentc
effect of EtO" (Ex. 34).
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The results of mathematical
extrapolations based on these two
tumor types formed the basis of OSHA's
preliminary prediction of risk. As stated
in the proposal, using the multistage
model, OSHA predicted an excess
lifetime risk for cancer from exposure to
EtO at 50 ppm to be 634-to 1,093 per
10,000 workers, with 95% upper
confidence limits on the excess risk of
1,008 to 1,524 deaths per 10,000 workers.
The risk estimated at I ppm was
approximately 12 to 23 excess deaths
per 10,000, with 95% upper confidence
limits of 21 to 33 excess deaths per
10,000.

As was noted in the preamble to the
proposed standard, the increase in the
incidence of mononuclear cell leukemia
in male rats was not statistically
significant at any level when a
Bonferrom correction was applied to
correct for multiple comparisons.
Likewise, the Cochran-Armitage test for
linear trend was not significant (the p
value was 0.15) (Ex. 34). But, as Crump
pointed out:

* * this lack of significance is chiefly due
to a shortfall in response in the 100 ppm
group. When this group is omitted from the
analysis both the trend test and Fisher's
exact test with the Bonferrom inequality are
significant at the 0.05 level. The shortfall in
the high dose group can be explained by the
absence of these leukemias in the 100 ppm
animals sarcificed at 18 months (10 and 33
ppm dose group animals sacrificed at 18
months were not examined for tumors). For
cancers such as leukemia which can be
detected for only a brief period before they
are fatal, it is preferable to analyze fatal and
incidental tumors separately WIARC, 1980).
Such an analysis would probably detect a
significant dose-related effect for
mononuclear cell leukena as suggested by
the significant findings when the 100 ppm
dose group is omitted.

Considering these issues, in my judgement
there is a dose-related increase in
mononuclear cell leukemia in male rats and I
have used these data as well to make risk
estimates (Ex. 34).

Support for this analysis comes from
several other commenters to the record.
For example, the EOIC "Hazard
Assessment for Ethylene Oxide" noted
that "mortality-adjusted trend analysis
revealed either an increased rate or an
inceased incidence of MCL
(mononuclear cell leukemia) in male rats
(p < 0.010)" (Ex. 47) and employed these
same data to calculate estimates of risk
(Ex. 47).

OSHA has examined the impact of
incorporating the male mononuclear cell
leukemia data into the risk assessment.
Crump presented the predictions of risk
based on the male mononuclear cell
leukemia data alone in Table 3 of his
testimony (Ex. 34) This table shows that

an excess risk of 284 deaths per 10,00
workers is predicted at 50 ppm, and 5.8
excess deaths per 10,00 are predicted
at a PEL of 1 ppm. These estimates of
risk are less than half the estimates of
risk predicted from results at other
tumor sites. However, it should be noted
that the 95% upper confidence limits on
these risk estimates are 717 and 14.9
excess deaths per 10,000, respectively,
which fall within the range of OSHA's
preliminary "best" estimates. (That is,
flus level of risk cannot be ruled out by
the data.)

OSHA has considered the option of
includin- the estimates of risk from the
male MCL data m its overall estimates
of risk. The tentative nature of the fit of
all of the models to the female leukemia
data was noted in the preliminary rish
assessment (Ex. 6-18). The fit of the
male MCL data is no better (p=0.11). In
his testimony, Crump also noted that:

for both mononuclear cell leukicnua
in both males and females, the response at
100 ppm is below that su ,gested by the trend
of the data at lo.er doses. Ths plateau effect
suggests that uptake and distribution
pathways for EtO may be saturated and the"effective internal dose" of EtO Is less than
100 ppm. If this is the case, it vwould be
reasonable to omit the 100 ppm data from the
calculations. (13x. 34).

OSHA refit the curves to the male
mononuclear cell leukemia data
excluding the responses at 100 ppm.
This resulted in a much better fit to the
one-hit model than when the 100 ppm
data were included (p value for the chi-
squared goodness-of-fit test rises from
0.11 to 0.53.) As anticipated, much higher
predicted risks are given when the 100
ppm data are not included in the
analysis. This approach gives an excess
risk of 1,694 excess deaths per 10,000 at
50 ppm and 37 excess deaths per 10,00
at I ppm, with 95- upper confidence
limits of 2,914 and 69 excess deaths per
10,000, respectively. This represents an
almost 6-fold increase over the
estimates predicted with the 100 ppm
data points included in the curve-fitting,
and approximately a 1.5-fold increase
over the risk predicted by the female
leukemia data, as reported in the
proposal.

In its "Hazard Assessment of
Ethylene Oxide," the EOIC also
performed a quantitative evaluation of
the risk posed by exposure to ethylene
oxide. It based this assessment on the
results of the BRRC study utilizing both
the male and female mononuclear cell
leukemia data and the male peritoneal
mesothelioma data, as well as the
mononulcear cell leukemia data from
the NIOSH study, to be discussed
below.

The EOIC calculated "continuous
lifetime equivalent' doses based on
parts per million (ppm) of ethylene
oxide, rather that a body weight
conversion (OSHA used the latter in its
preliminary quantitative risk
assessment), but it did not explain its
objections to the use of a body weight
conversion, nor did it offer a rationale
for a preference for the ppm approach to
dose. The EOIC did employ a scaling
factor very similar to that used by
OSHA to "normalize" exposure periods
and noted that "Such a procedure is
strictly a mathematical convenience to
permit mtercompanson of data .
(Ex. 47). The effect of different
approaches to scaling factors for dose
will be discussed below.

In makmg its estimates of nsk, the
EOIC employed a one hit model as the
most appropriate mathematical dose-
response function. The EOIC noted:

Mhere more than one model fits the data.
the basic criteria for selection and weighting
results are the goodness of the fit and the
reasonableness of the assumptions
underlying the models mn relation to the
knov,n data. Numerous models have:
been proposed However, the one-hit
model provides an ex<cellent fit to the four
data sets for EO Therefore, only the
one-hit model will be used here initially U&x.
47).

Based on the data described above,
the EOIC predicted an excess risk of 18
to 79 deaths per 10,000 for on-the-job
exposures of 1 ppm, approximately 1.5
to 3 times higher than OSHA's
preliminary estimates of risk. The EOIC
did not quote estimates of risk for
exposure at 50 ppm.

The NIOSHStud. In addition to the
BRRC study, at the time of the proposal
there were preliminary results from a
two-year chromc inhalation study on
male rats conducted by NIOSH (Ex. 6-
6). Since that time, more detailed results
of the effects observed in this study
have been reported (Exs. 11-146,15,40).

Though there were increases in the
incidence of mononuclear cell leukenna
in the rats, these increases were not
statistically significant and the data
were not employed an OSHA's
preliminary quantitative risk
assessment. The EOIC, however, did
employ the leukema data from the
NIOSH study (using dose in ppm and a
one hit model, the same methodology as
it used for the BRRC data) to make
predictions of rsk. The estimates of risk
based on the mononuclear cell leukenua
data from this study produced risks
comparable to those produced by the
mononuclear cell leukemia data in the
BRRC study that is, an approximate
excess risk of 250-per 10,C00 at 10 ppm.
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Given the similarity with the BRRC data,
the EOIC did not quote specific risks for
this data set at all dose levels; however.
based on the similarity of the BRRC and
NIOSH data, OSHA has determined that
the NIOSH MCL data will predict a risk
of 35 excess deaths per 10,000 at 1 ppm.

Perhaps more important than the
observation of leukemia in this study
was the finding of a statistically
significant increase in the incidence of
peritoneal mesothelioma in the rats
exposed to ethylene oxide. This finding
also correlates directly with the finding
of peritoneal mesothelioma in the BRRC
study. As reported in NIOSH's
testimony, the incidence of peritoneal
mesothelioma was 3 out of 76, 9 out of
77 and 17 out of 77 for rats exposed at 0,
50 and 100 ppm, respectively (Ex. 40). (p
values for Fisher's Exact test were 0.068
and 0.0007 when comparisons were
made to the controls for the 50 and 100
ppm groups, respectively.) These data
also showed a statistically significant
linear trend (p value for linear trend test
was 0,00048).

Using the same methodology as it
employed for the BRRC data, OSHA fit a
one-hit model to these data so that the
results could be incorporated in the
quantitative risk assessment. Based on
these data, OSHA predicts an excess
risk of 690 excess deaths per 10,000
workers from exposures at 50 ppm (95%
upper confidence limit of 930 per 10,000).
For exposures at 1 ppm, extrapolations
based on these data show an excess risk
of 14 deaths per 10,000, with a 95% upper
confidence limit of 20 excess deaths per
10,000. These estimates of risk comport
very closely with those predicted from
the peritoneal mesothelioma data in the
BRRC study and fall within the range
predicted by OSHA in its preliminary
quantitative risk assessment.

Primary Brain Neoplasms. In addition
to the leukemia data from the NIOSH
study, there was an increase in the
incidence of primary brain neoplasms in
the male rats. The BRRC researchers,
after reexamining their data, have also
reported a finding of primary brain
neoplasms in their study. The incidence
of this tumor in these two studies is
given in Table 1. In the NIOSH study,
the increase in primary brain neoplasms
was not statistically significant when a
Bonferrom correction was applied, but
there was a statistically significant
linear trend (P value 0.035). Since the
increased incidence was not statistically
significant, these data were not used for
mathematical extrapolations when
predicting risk.

For the BRRC data, there was a dose-
related trend in primary brain
neoplasms in both males and females;
the linear trend was statistically

significant when the Cochran-Armitage
trend testwas applied to the combined
data from the rats sacrificed at 18 and 24
months and from animals dying
spontaneously (p=0.0003 for males and
p=0.014 for females) (Ex. 34). A
statistically significant increase in
gliomas were seen in the male rats
exposed at 100 ppm (p equals 0.0024).

Crump combined the BRRC male and
female data for risk assessment.
Applying the multistage model (chi-
squared goodness offit test, p=0.43),
the estimated lifetime excess cancer risk
at 50 ppm is predicted as 185 excess
cancers per 10,000 with a 95% upper
confidence limit of 280 excess cancers
per 10,000. At I ppm, the model predicts
3.7 excess cancers per 10,000, with a 95%
upper confidence limit of 5.7 excess
cancers per 10,000.

Sielken, a consultant to the EOIC, also
performed an analysis on the brain
tumors, analyzing two subsets of
tumors: (1) Primary brain neoplasms,
which include granular cell tumors,
astrocytomas, and glial cell tumors, and
(2) malignant reticuloses and glial cell
tumors (which included all brain
neoplasms except granular cell tumors).
He fit the multistage model as well as
the probit, logit, Weibull, and multihit
models to these subsets of data using
the mg/kg/day scale as defined in
OSHA's preliminary quantitative risk
assessment. Risk was quoted as
additional risk (P(d)-P(O)) rather than
excess risk (P(d)-P(O))/1-P(O)), but
Sielken noted that in the case of brain
tumors, these two measures of risk were"nearly identical" (Ex. 141-F). This
seems likely due to the low spontaneous
rate of brain neoplasms observed in this
population. Using the multistage model,
Sielken predicted estimates of risk at 1
ppm to be approximately 2 to 6 per
10,000 for all primary brain cell
neoplasms in rats alive at 17 months,
and approximately 1 to 5 per 10,000 for
all rats. Sielken did not quote estimates
of risk for exposure atSo ppm. A
comparison of these estimates with
those made by Crump show that they
are very similar; the estimate of 3.7
excess deaths per 10,000.made by
Crump falls within the range suggested
by Sielken.

The observation of primary brain
tumors in these two studies has-
biological importance. Qualitatively, the
occurrence of a tumor with low
spontaneous incidence lends support to
OSHA's finding that EtO is a
carcinogen. As discussed in the section
on Health Effects, some commenters
have argued that ethylene oxide is only
a promoter, not an initiator. If this were
true, it would be inappropriate to use
models which are linear at low doses

(such as the onehit and multistage
models) to make extrapolations, and
applying these models to promoter data
would greatly overstate the risk. OSHA
concluded in the Health Effects section
that there is sufficient evidence that EtO
is indeed an initiating carcinogen, These
findings were based on evidence of
EtO's DNA alkylation and mutagenic
properties, but in particular, on the
observation of these very rare brain
tumors. However, it should be noted
that the same property that lends
support to the finding of carcinogenicity
(i.e., the rarity of the tumors) causes
these data to yield low estimates of risk
if they are used to predict human risk,
Because these tumors occur so
infrequently, the excess risk predicted
on the basis of these data is low,
approximately one-third the excess risk
predicted using data from the other
tumor sites.

In general, when making estimates of
risk, OSHA makes no assumption of a
direct correlation between the tumor
sites observed in experimental animals
and those expected to occur in man,
although on occasion the tumor sites In
several species (including humans) may
coincide. (For example, there is some
evidence that exposure to ethylene
oxide gives rise to leukemia in both
humans and rats.) The predictions of
human risk made by OSHA are usually
for "excess cancer," without regard to
site. In other words, based upon the
animal data, OSHA is not predicting
that humans will contract brain cancer,
leukemia, or mesothelioma, but only that
humans will contract cancer. Thus, one
way of incorporating the estimates of
risk from the glioma data would be to
include these estimates in the range of
estimates over all sites, just as the
mesothelioma data and leukemia data
were combined in making OHSA's
preliminary estimates of risk, This
would change the lower limit of risk
from 634 per 10,000 excess cancer deaths
to 185 per 10,000. OSHA believes that It
would be inappropriate to adopt the
risks predicted on the basis of the brain
tumor data as the lower end of the range
of risk because there is some indication
that OSHA's prelimnnary estimates of
risk (634 to 1,093 per 10,000) may be, In
fact, underestimates. (This is discussed
further below.)

OSHA has considered other ways of
incorporating the estimates of risk
derived from the glioma data into
estimates of the "total risk" of cancer,
Crump noted in his testimony (Tr, 164)
that in some sense, the estimates of risk
from the glioma data should be added to
the estimates of risk that were made
from other sites. Although this Is not
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possible explicitly because of the
possibility of double counting (the data
for "total malignant tumors" did not
include the gliomas], OSHA
nevertheless believes that this position
has important implications for the
Agency's choice of a "best" estimate. In
light of these data, OSHA does not feel
it would be appropriate to lower its
range of risk based on the inclusion of
estimates of risk derived from the
glioma data. In fact, considering these
data in terms of the risk from all cancer,
OSHA believes that its preliminary
estimates of risk may have
underestimated the total cancer risk to
exposed workers.

B. Time-to-Tumor Analysis
Although most of the alternative risk

assessments submitted to the record
involved the use of quantal mortality
data for the prediction of risk (Exs. 34,
44,47,141-F), Crump, OSHA's witness,
and Sielken, testifying on behalf of the
EOIC, both suggested a time-to-tumor
analysis as an appropriate alternative
approach. This approach was also
recommended by the Umon Carbide
Corporation in its prehearing
submission, which noted that:

In view of the nature of the tumongemc
effects of ethylene -oxide as learned from the
Bushy Run study, i.e., that of a late-m-life
enhancer of kinds of tumors to which the
species under study is naturally prone, it
would, in retrospect, have been more useful
to conduct the animal studies with the "time-
to-tumor" model, or a model to take into
account the latency of the (presumed)
cancers as part of the experimental design
(Ex. 11-133].

Cramp elaborated on the usefulness of
a time-to-tumor analysis:

When time-to-tumor data are used for risk
assessment, there is a built-in method for
correcting for differential mortality patterns
in different dose groups, and consequently it
is not necessary to resort to ad hoc methods
such as deleting ammals that die before the
first tumor is discovered. Use of time-to-
tumor also facilitates distingwslung betveen
fatal tumors and incidental tumors (F,x. 34).
Further, Sielken noted that "Both (the
OSHA and EOIC) quantitative hazard
assessments can be strengthened by
more fully including the role of time"
(Ex. 53).

Cramp conducted a time-to-tumor
analysis of data from the BRRC study
using the miltistage-Weibull model
(multistage in dose, Weibull in time).
Based on leukemia mortality in both
male and female rats, the excess risk of
death from exposure at 50 ppm is
predicted to be 484 to 546 excess deaths
per 10,000, with 95% upper confidence
limits of 866 to 1,135 excess deaths per
10iO00. The estimates of risk made from

the time-to-tumor analysis on the male
leukemia data are approximately 1.8
times higher than the risks predicted by
the analogous quantal data; the
estimates of risk from the time-to-tumor
analysis on the female leukemia data
are approximately 2.2 times smaller than
those estimated from the quantal data.

Crump also used the time-to-tumor
approach to analyze the excess
mortality from "all" cancers using the
total number of (malignant) tumor-
bearing animals provided in the BRRC
data. (The primary brain tumors were
not counted in this analysis.) Crump
commented that "In terms of human
risk, increased incidences of all
malignancies are important rather than
just increased numbers of cancers of a
single type.* * * This is particularly
true in view of the recent finding of
Haseman (1982) that, in NTP studies
involving rats, increases in tumors of
one type are frequently associated with
decreases in tumors of other types, with
very little effect, if any, upon the total
crop of tumors" (Ex. 34). The results of
the time-to-tumor analysis of mortality
due to "all malignant tumors" show an
excess mortality of 637 to 727 deaths per
10,000 from exposure at 50 ppn, with
95% upper confidence limits of 1,070 to
1,600 excess deaths per 10,000. This
estimate of risk is very similar to the
excess risk predicted in the OSHA
preliminary risk assessment.

In addition, Cramp also conducted a
time-to-tumor analysis on the incidence
of cancer in the experimental animals
for leukenua and separately for "all
malignant tumors." Incidence refers to
the occurrence of new tumors and does
not refer to the mortality of the ammals.
The results of the analysis on the
incidence of leukemia were 501 to 1,679
excess cancers per 10,000 from exposure
to EtO at 50 ppm, with approximate 957
upper confidence limits of 1,032 to 2,233
per 10,000 respectively. The time-to-
tumor analysis on the "all malignant
tumors" incidence data produced an
excess risk of 1,213 to 1,476 excess
occurrences of cancer per 10,000
workers, with upper confidence limits of
1,941 to 2,210 excess cancers per 10,000.
For three out of four analyses (males or
females with leukemia or with "all
malignant tumors"), the excess risk of
occurrence (incidence) of cancer is
substantially larger than the prediction
of excess cancer mortality
(approximately two to three times
larger). Only the analysis of
mononuclear cell leukemia in the male
rats produces estimates of risk of the
incidence of leukemia that are slightly
smaller (546 versus So1 excess cases per
10,000) than the predicted estimates of
mortality from leukemia.

Sielken took a different approach to
the inclusion of time in the hazard
assessment. In his pre- and posthearing
submissions (Exs. 53, 141-F), he looked
at several different measures of the
effect of exposure to ethylene oxide on
tumongenesis: (1) The mean number of
months until prescribed percentages of
rats died from a particular tumor, (2] the
mean number of months without a
response dunng the entire 25-month
experiment. (3) the mean number of
months without a response for those rats
surviving to 17 months. The overall
trends seen in these different methods
are sunilar and OSHA has only
discussed the results of method (2) as a
representative example. Measure (2)
was chosen because of the
comparability of these data and the data
used by Crump in his time-to-tumor
analysis.

Sielken calculated the average length
of time, as a percentage of the
experimental periods survived by rats in
various dose groups in the BRRC study.
He commented:

° it seems reasonble to combine all
undesirable responses and simply consider
the time to death at the different dose levels.

* These percentages include the impact
of brain neoplasms as well as all other
potential causes of death. * Of course,
any effects of bram neoplasms on the time of
death are a contributing factor to the time of
death data (Ex. 141-F].

These percentages are given in Table 2.

TAsLE P--AvERAGs LEur.- OF Ti!;., AS A
PERCE'TAGE OF THE EXPERI.13NrrrAL PERmo,
SuRvvED BY RATS Iw THE BRRC STUDY5

EtO d:=. p-, P(X3 MV l] r-3

10 U. &3.7

153 E .8 TC83. 1,3.

In his prehearng subnission. Sielken
examined the life-shortening effect of
three tumors: Mononuclear cell leukemia
in both male and female rats, peritoneal
mesothelioma in male rats, and pituitary
adenoma in both male and female rats.
These tumors "were judged by the
Bushy Run scientists to be
'nonncidentar" and it was noted that
the pituitary adenomas were included
because of their anatomical location.
Sielken concluded, "The information in
Table 1.2 (Ex. 53) clearly suggests that
the mean time vithout a response is
virtually the same at 0 and 10 ppm and
hardly decreased even at 33 ppm."
However. Sielken failed to note the
decrease in the mean percentage of
experimental period without response
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observed in the 100 ppm groups, the
experimental group in which the
statistically significant increases in
incidence generally occurred. Sielken
also did not point to any statistical tests
to determine if such decreases were or
were not statistically significant. He
merely stated that the decreases seemed
small.

OSHA has calculated the statistical
significance of the decrease in mean
survival period for both male and female
rats (Ex. 53, Table 1.3) and has
deternuned that there is a statistically
significant dose-related linear
(downward) trend in survival times for
both male and female rats (p values
were 0.002 for female rats and 0.054 for
male rats). After reviewing Sielken's
discussion of the survival data, OSHA
concludes that there is a definite dose-
response relationship between exposure
to ethylene oxide and survival time, that
is, that exposure to EtO is associated
with decreased survival in both male
and female rats.
C. Equivalent Doses

Much material was submitted to the
record on the subject of mathematical
adjustments of dose in order to
extrapolate from the animal
carcinogenicity data in making risk
predictions for humans. The EOIC noted
that "such a procedure is strictly a
mathematical convenience to permit
intercomparison of data" between the
exposures in experimental animals and
workers (Ex. 47). As discussed in the
proposal (48 FR 17293), OSHA employed
a milligram per kilogram body weight
per day adjustment to scale the animal
doses to "equivalent human doses."
These scaling factors were discussed in
detail in the OSHA preliminary risk
assessment (Ex. 6-18, Appendix B).i

A number of commenters suggested
changes to these adjustment factors.
Crump examined the impact of several
changes in the assumptions on the
OSHA estimates of risk (Ex. 34, Table
4). For example, both Crump and HIMA
(Ex. 11-74, Appendix D) point out that
when one averages dose over a
complete lifespan rather than over the
remaining livespan after first exposure
(OSHA used the latter in its preliminary
risk assessment), the estimates of risk
computed under a linear model would
be only 75% as large as those presently
computed.

Crump and HIMA also raised some
concerns about values that OSHA
assumed were "standard" breathing

1 OSHA assumed a typical working lifetime of 8
hours per day. 5 days per week, 46 weeks per year,
for 45 years out of a working lifespan of 54 years
[assumes that a person begins work at age 20,
retires at age 5. and lives 74 years).

rates. Crump pointed out that if different
assumptions on the breathing rates of
the animals had been used, the
estimates of risk under a linear model
would be 1.5 to 2.5 times higher. HIMA
commented that OSHA had
overestimated the total volume of air
that a worker would be expected to
breathe in a normal working day. HIMA
estimated that the correct volume
should be 7.2 ma/workday rather than
the 9.3 ma/workday, assumed by OSHA.
Such a change would reduce the
equivalent human dose by
approximately 23%. As noted in the
preliminary quantitative risk
assessment, the value of 9.3 ma/day,
agrees with values from
"Recommendations of the International
Commission on Radiological
Protection," 1977 and is a standard
breathing rate employed by many
regulatory agencies.

In addition, Crump examined the
impact of different choices of scaling to
achieve "equivalent human doses." As
discussed in the proposal, OSHA relied
on work by Crump and Howe (Ex. 6-17)
in choosing mg/kg/day as the correct
scaling procedure for ethylene oxide. As
Crump reiterated in his testimony, "this
work suggests that use of mg/kg/day
body weight may be the most
appropriate of the 4 dose measures for
extrapolating from animals-to humans,
and that the other methods tend to
overestimate human risk" (Ex. 34, p. 16).
In its Hazard Assessment, the EOIC
chose not to make such an adjustment
based on body weight, but assumed
dose in ppm to be an appropriate
expression of equivalent dose. Crump
had calculated that, had OSHA
calculated risks on the basis of ppm in
air (as the EDIC did), the estimates of
risk would be less than 25% the
magnitude of the risk piesently
predicted by OSHA. The EOIC did not
elaborate on this choice of dose
expression, but noted 'that "in
establishing continuous lifetime
equivalents, absorption dissemnation
elimination parameters between species
(including man) are not taken into
account" due to a lack of pertinent data
(Ex. 57). After review of the record, and
in light of Crump's testimony, OSHA
believes that mg/kg/day is the most
appropriate dose expression for
assessing risks due to occupational
exposure to ethylene oxide. Due to the
systemic nature of the tumors used in
the quantitative analysis (the tumors
were not contact tumors), OSHA
believes an expression of dose which in
some way reflects the distribution of
EtO tumors-is more appropriate than
expressing dose in terms of

concentration at the site of contact
(ppm). OSHA recognizes that much of
the data on absorption and
dissemination of EtO throughout the
body is still lacking, but expressing the
dose in mg/kg/day is a best attempt to
incorporate this type of data.

Crump also calculated the effect on
the estimates of risk if OSHA had used
milligrams of intake per surface area per
day, an expression of dose used
routinely by the Environmental
Protection Agency, instead of milligrams
per kilogram of body weight per day. He
calculated that this expression of dose
would increase the estimates of risk
approximately 5- to 6-fold. There was no
other discussion of this expression of
dose in the record, and as Crump noted
above, dose measures other than mg/
kg/day tend to overstate human risk.
Hence, OSHA has not considered it
appropriate to change its risk
assessment in terms of dose measure
and has calculated risk on the basis of
milligram per kilogram of body weight
per day.

In addition to using dose in ppm, the
EOIC did mathematically adjust for
differences in lifetimes and dosing
regimens between the two animal
studies and humans, adjusting for dose
over a complete lifespan (72 years)
rather than lifespan after first exposure
(54 years, as was done by OSHA). In his
testimony, Crump estimated that
adjusting for complete lifespan would
reduce estimates of risk by
approximately 25%, when risk is
computed under a linear model.

Another issue raised by several
commenters was the use of 45 years of
exposure as the basis upon which to
make estimates of risk, HIMA (Ex. 11-
74] expressed the views in many of the
submissions:

OSHA's standard use of a 45-year
exposure period is felt to be overly
conservative; job changes occur, on the
average, much more frequently than twice par
lifetime and one should be willing to accept a
20-year period as a maximum time In any one
position. Tis would lead to a 2.2-fold (20/74
vs. 45/74) reduction In risk.

HIMA has based its conclusion on the
premise that by reducing the dose to
which an individual is exposed (by
decreasing the length of time he Is
exposed), one will lower the risk to that
individual in a proportionate manner.
While this may be the case for
individual risks, it is not true when
predicting population risks, as is pointed
out by AFSCME (Ex. 44). In its
prehearing submission, AFSCME noted
that when there is a high turnover rate
among workers in a particular industry
(as there is in the health care industry),

i
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an estimate of risk using, as OSHA did,
a cumulative dose model may produce
lower estimates of risk "than the
estimate derived from evaluating
successive independent periods of
exposure to EtO" (Ex. 44). AFSCME
noted that this approach may, in fact, be
less protective in terms of overall health
impact on a population of workers.

OSHA has recognized when
discussing the disadvantages of worker
rotation in earlier rulemakings that
exposures of shorter duration may not
necessarily have a lower total
population risk than the risk produced
by exposing a single population for the
entire 45 years (49 FR 14125]. Although
HIMA notes that 20 years may be the
maximum time spent in any one job
position, a shorter job tenure implies
that the population at risk will be more
than doubled. The resulting risk
experienced by the exposed population
may consequently be the same, or even
greater.

The submission by AFSCME offered
an alternate interpretation of this
problem. AFSCME presented the
formulation by Day and Brown (1980),
which is an extension of the Armitage-
Doll multistage model of carcmogenesis.
AFSCME pointed out that:

This model assumes that there are one or
more separate and distinct stages m the
transformation of a normal cell into an
observable tumor. Earlier stages involve
permanent alteration in the genetic material.
Later stages involve the replication of the
altered cell into a detectable mass. Day-
Brown provides a mathematical model for
estimating excess risk of cancer to exposed
human populations, taking into account the
stage at which the substance acts, the age at
which exposure starts and the duration of
exposure.

AFSCME noted that because EtO acts
directly on the DNA, at least with
respect to the animal data, it appears to
be an early stage carcinogen (Ex. 44).
Consequently, under the formulation by
Day and Brown (1980),

Employee turnover, which leads to
repeated exposures to differentearly stage
carcinogens such as EtO may have a very
important effect on the risk assessment. *
Individual workers are unlikely to work for a
full workinglifetime of 45 years as sterilizer
operators. In fact, workers may experience a
period of exposure to EtO followed by
subsequent periods of employment involving
exposure to other early stage carcinogens.
Such an employment profile would serve to
increase that worker's lifetime probability of
developing leukemia in excess of a profile
involving no employee turnover (Ex. 44).

Thus, while HIMA may disagree with
OSHA's choice of 45 years as a
"working lifetime," OSHA feels
confident that the level of risk assigned
to a population of workers who are

assumed to experience 45 years of
exposure is reasonable, and may well
represent an underestimate of the risk
experienced by such a population if
employee turnover rates are high.

Another type of mathematical
adjustment to the estimates of risk was
suggested by the American Federation
of State, County and Municipal
Employees (AFSCME) (Ex. 44). In its
review of the OSHA preliminary risk
assessment, AFSCME commented that
the study was "flawed by its failure to
take fully into account the difficulty in
translating risk estimates obtained from
experiments using genetically uniform
laboratory animals to genetically varied
human populations." AFSCME
contended that test results from
genetically uniform animals will yield
"an underestimation of the human dose
response curve at low exposure levels
due to the relatively steeper slope of the
test animal dose response curve" (Ex.
44).

AFSCME suggested that a safety
factor of from 10 to 100 should be
applied to such estimates from animal
data to "generate prudent human risk"
(Ex. 44). Employing such a safety factor
would bring the estimates of risk from
the animal data into approximate
agreement with those that AFSCME
computed from the epideniologtcal
studies, as discussed below.

D. Epidemiologic Evidence A vailable
for Risk Assessment

OSHA's preliminary determination
was that the BRRC data "provided the
most appropriate data on wluch to base
the risk assessment" (48 FR 17294). At
the time, it was felt that the
epidemiologic evidence of risk to
workers exposed to EtO was not stronS
enough to support a quantitative
determination of risk. AFSCME
expressed concern about this, however,
when it noted that- "OSHA by
apparently relying completely on
laboratory data (i.e. experimental
animals) to estimate the risk of
developing cancer from lifetime
exposure to EtO has seriously
underestimated the total number of
excess cancers which can be anticipated
from various levels of workplace
exposure to EtO" (Ex. 44). Crump noted
that " *..these (epidemiologic) studies
do contain some useful information to
aid in quantifying risk" (Ex. 34). Upon
review of the record, OSHA has
determined that risk assessments based
on the epidenuologic data, the Hogstedt
studies in particular, may be useful in
the determination of the level of risk
which may be experienced by workers
exposed to EtO.

Crump calculated nskbased upon the
hogstedt et al. study (Hogstedt L Ex. 2-8)
of a population of Swedish workers
exposed to EtO in the sterilization of
hospital equipment from 1953 to 1977
(approximately 10 years). Three deaths
from leukerma were observed among 230
workers. Based on information in the
study, Crump assumed that average
exposures in the population vere 20
ppm. and that the minimal latency for
environmentally induced laukeina was
three to four years, suggesting an
"effective" exposure duration of 6.5
years (10-3.5).

Usmn a linear model to describe the
relatioiship between relative nsk for
leukemia and exposure, Cramp
predicted that exposure to EtQ at 50
ppm would lead to a lifetime probability
of leukema mortality of 0.300 (3,000 per
10,000), with an EOff confidence limit of
0.125 to 0.50 (1,250 to 5,003 per 10,000]
(Ex. 34). Recopnizmng the uncertaity in
these estimates, Dr. Crump nonetheless
concluded that "it does not appear that
the Hostedt et al. study suggests that
the extimates from the animal data are
too large" F.(Ex. 34).

As discussed in the proposal. the
Environmental Protection Agency-
Carcinogen Assessment Group (EPA-
CAG) performed a quantitative
assessment of risk based on the same
report of leukemia in 3 out of 230
workers (Hogstedt 1. Ex. 2-8]. Based on
an occupational exposure ofnine years,
CAG predicted a lifetime probability of
dymg from leuema from breathmg 1
mgfm3 (0.586 ppm) of EtO of 12 deaths
per 10,000. In the preamble to the
proposed standard, OSHA noted CAG's
discussion of various uncertainties with
estimates derived from the Hogstedt et
al. study (48 FR 17294).

AFSCME (Ex. 44) commented that the
CAG analysis "assumed continuous
lifetime exposure to EtO." and thus it
submitted an alternate analysis to
correct "for EPA's clear overestimation
of the risk of occupational exposure to
EtO." First. AFSCME adjusted the
exposure level reported in the Hogstedt
study by a factor of 9145 to account for
the relatively short period of follow-up
in the study and to obtain an
"equivalent working daily dose.'" Using
this method of adjustment. AFSCME
predicted an excess lifetime risk of
leukenua at 1 ppm of 0.033 (330 per
10.000).

AFSCME also submitted a nsk
assessment based on the apparent
genotoxic nature of EtO and the
methodology of Day and Brown (1939]
discussed earlier.

_ "Their (the Day and Bramn] model
prcdicts, that 55%3 of the excess risk resultizs
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from exposure to an early state (sic, stage)
substance like EtO will develop from an
exposure duration of 10 years. (Ex. 44).

Using this formulation, and scaling for
an e:kposure of nine years, AFSCME

/ suggested that the 20 ppm exposure be
adjusted to accommodate the fact that
53% of the relative risk expected in a
working lifetime was expressed in nine
years. Using this method, AFSCME
predicted a lifetime probability of
leukemia as 0.012 (120 per 10,000) at a 1
ppm exposure. Similarly, if it is assumed
that not all of the members of the
Hogstedt study cohort worked for a full
nine years, but rather an average of 5
years, then the effective dose would be
even lower, and the excess lifetime risk
of leukemia at 1 ppm is predicted to be
0.019, or 190 excess deaths per 10,000.

AFSCME noted that "the EPA model,
by assuming purely cumulative
equivalence of dose and time, appears
to have underestimated the effective
EtO dose and thus overestimated the
lifetime EtO risk" (Ex. 44]. In addition,
AFSCME pointed out that employee
turnover "can have a significant impact
on the overall risk assessment" in light
of the Day and Brown formulation of
risk.
E. Risk Assessment'by Rad-equivalence

In the proposal, OSHA discussed
another approach to risk assessment
introduced by Calleman and colleagues
(Ex. 6-19) wherein they compare the
degree of alkylation of histidine in the
hemoglobin in EtO-exposed workers
and workers exposed to ionizing
radiation. The authors calculated the"red-equivalence" for certain alkylating
agents, that is, the number of rads of
acute gamma radiation that gives the
same effect as a unit dose of the
chemical. Using this approach, and
based on EtO exposure profiles,
Calleman et al. estimated that exposure
to I ppm per hour of ethylene oxide
resulted in a risk of 10 mrad-equivalents
of effects in a genetic mechanism.

Thus, in industrial work environments
with an average exposure level in the
range of 5 to 10 ppm of EtO, Calleman et
al., estimated that the midpoint of the
range would correspond to
approximately 120 rad-equivalencel per
hear. On this basis they predicted that a
group of 100 workers exposed at the 5 to
10 ppm level for 10 years could expect
3.6 cases of leukemia, one of which
would be expected to appear before the
end of the 10 year period (48 17294).

There were mixed reviews of this
approach to risk assessment.
Commenters such as HIMA (Ex. 11-74,
Appendix D) pointed out that "* *
there are simply too many differences"
between the mechanisms of mutation

induction by radiation compared to that
by chemicals" and that this method"assumes that cancer in man is initiated
by forward mutations in somatic cells,"
an assumption HIMA felt oversimplified
the mechamsm of cancer initiation.

At this time OSHA is unable to
determine the ultimate advantage or
disadvantage of this approach to risk
assessment. In OSHA's view,
calculation of rad-eqmvalence does not
yet represent a generally accepted
method for quantifying risks. Moreover,
in light of the quality of the bioassay
data and their suitability for making
quantitative estimates of risk, OSHA is
confident that the methodology that was
used in performing its quantitative risk
assessment, as applied to the available
experimental data, represents the best
available means of quantifyingthe risk
of EtO exposure.
F Conclusions

In'this preamble OSHA has attempted
to address the major issues relating to
risk assessment which were presented
in the comments and testimony of the
ethylene oxide rulemaking. The range of
all estimates submitted to the record is
very wide (16-fold), from a low estimate
of 185 excess deaths per 10,000, to 3,000
excess deaths per 10,000. This range
covers both the experimental and the
epidemiology data, all tumor types, all
models, and all endpoints of mortality
as well as incidence.

OSHA has examined the individual
estimates of risk offered by participants
in the rulemaking. OSHA's preliminary
estimates of the risk from exposure to
EtO at 50 ppm ranged from 634 to 1,093
excess deaths per 10,000, based only on
the mortality from peritoneal
mesothelioma and mononuclear cell
leukema observed ih the Bushy Run
study. Since that time, the observation
of primary brain neoplasms in the rats
of the Bushy Run Study, as well as the
observation of tumors in the subjects of
the NIOSH study has broadened the
data base upon which to rely in making
estimates of risk. Several participants in
the rulemaking have made predictions of
risk from these data sets, as well.

In summary, using quantal models,
Crump estimated a risk of from 185 to
1,093 excess deaths per 10,000 workers
from exposure to 50 ppm, and from 284
to 1,093 excess deaths per 10,000 when
the brain tumor data are not included as
the basis for independent estimates of
risk. Using time-to-tumor models, Iiis
predictions of risk at 50 ppm range from
484 to 727 excess deaths per 10,000
based on mortality data, and 501 to 1,679
excess cases per 10,000, based on
incidence data. In addition, Crump made
estimates of risk based on the

epidemiology data and predicted that
exposure to EtO at 50 ppm may result in
3,000 excess deaths per 10,000 workers,
Crump noted that there was a wide
band of uncertainty around this estimate
and that the estimate of risk from these
data may be as low as 1,250 excess
deaths per 10,000 or as high as 5,000 per
10,000.

The other participants in the
rulemaking did not present their
estimates of risk in a form which made
them easily comparable to the
preliminary estimates of risk made by
OSHA. Many of them did not estimate
the risk that may be posed by exposure
to the current PEL of 50 ppm, the level at
which OSHA must make a threshold
finding of significant risk. However,
almost all participants made predictions
of the risk from exposure to I ppm, the
proposed 8-hour TWA.

OSHA's preliminary estimates of risk
at I ppm ranged from 12 to 23 excess
deaths per 10,000. Crump's predictions
of risk ranged from 3.7 to 23 per 10,000,
including estimates made from the
primary brain tumors. The EOIC made
predictions of risk based on both the
Bushy Run study and the NIOSH data
and calculated an excess risk of 18 to 79
deaths per 10,000 workers from
exposure to EtO at I ppm. Sielken
calculated estimates of risk based only
on the gliomas and predicted an excess
risk of approximately I to 6 per 10,000 at
I ppm.

HIMA's estimates of risk, based only
on 20-year exposures, predicted a risk of
1.5 excess deaths per 10,000 at I ppm.
AFSCME presented estimates of risk
using several different approaches to
risk assessment, employing both the
epidemiologic and experimental data.
Based on the epidemiologic leukemia
data, AFSCME predicted estimates of
risk of approximately 120 to 330 per
10,000 as the lifetime probability of
developing leukemia from exposure to
EtO at I ppm. Based on the
experimental data, AFSCME has
predicted a risk of 10 per 10,000 for
exposures in the range of 0.05 to 0.1 ppm
(10 times lower than OSHA's
preliminary estimates of risk). After
reviewing the record as a whole, and the
many estimates of risk offered by
participants in the rulemaking, OSHA
has concluded that Its original estimates
of risk, as presented in the proposal, still
validly project the risks from exposure
to ethylene oxide over a working
lifetime. That is, OSHA's best estimate
of risk is approximately 634 to 1,093
excess deaths per 10,000 workers
exposed to EtO at 50 ppm, and the risk
at 1 ppm is approximately 12 to 23
excess deaths per 10,000 expused
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workers. TheAgency's confidence in
these estimates was greatly increased
when predictions made from the data m
the NIOSH study were found to agree
closely with these estimates of risk.
Uncertainties in these estimates as well
as estimates of risk derived from the
human data indicate that the risk may
be approximately five times larger.

Taken as a whole.-OSHA believes
that the assumptions made m the
Agency's preliminary quantitative risk
assessment are reasonable and
appropriate. Crump concluded that
overall "assumptions made by OSHA
produce risks which fall near the mid-
range of those produced by other
plausible assumptions; that is, other
reasonable assumptions could produce
risk estimates winch fall within an order
of-magnitude m either direction of those
estimated by OSHA" (Ex. 34).

Crump's evaluation is borne out by a
comparison of the various risk estimates
submitted to the record. The estimates
proffered by other participants in the
rulemaking did not differ substantially
from those given by OSHA in the
preamble to the proposal. The EOIC
noted that

Itis-apparent in these comparisons that the
estimates of excess risk are essentially of the
same magnitude or differ by up to circa three-
fold (as those produced by OSHA]. *-* In
view-of the uncertainties outlined elsewhere
in this chapter regarding translation of
-observed animal effects to calculation of
risks to man. in addition to the lack of
informatioaregarding comparative
pharmacokinetics, it is surprising that the
results of these different approaches are as
similar as they are [x. 47).

In determining the appropriateness of
its risk assessment for EtO, OSHA
considered the relative merits of making
predictions of risk from epidemiologic
data versus chronic inhalation
bioassays m rodents. The human data
offer the advantage that there is no need
to extrapolate from anmals to humans,
and thus estimates of risk derived from
these data may be more appropriately
applied to workers. Likewise, exposure
conditions experienced by the study
cohorts (problems of mixed exposure,
intermittent exposures, etc.) may more
accurately represent the industrial
scenario under which risk should be
assessed. These are important
advantages. On the other hand, the
animal bioassays aflow exact
determination of administered dose and
careful control of extraneous
environmental factors which may
influence carcinogenicity. These
properties enhance the ability to tie
response directly to dose in a causal
manner.

In the case of ethylene oade, it should
be noted that the epidemiological
studies are very small (three deaths in
one, two deaths in another) and that
small sample size leads to a great deal
of statistical uncertainty in the estimates
of risk. This was demonstrated by
Crump when he pointed out that the 8075
confidence interval around the estimate
of risk for the Hogstedt et al. study was
125 to 500 excess deaths per 10.000 (a
four-fold range] (Ex. 34). In addition,
there were other methodological
problems with the epidemiologic studies
that further increase the uncertainty.
However, upon consideration of the
predictions of risk from the
epidemiologic studies, it can be stated
with reasonable assurance that the
estimates of risk derived from the
animal data do not overstate the risk
from lifetime exposure to ethylene
oxide, and, in fact, may understate the
iisk.

In choosing its best estimate of risk.
OSHA considered both the risks derived
from quantal data and the risks
computed from time-to-tumor models. In
addition. OSHA examined the estimates
of risk from site-specific data versus
data on total numbers of tumor-bearmg
animals. In general, the ranges of risk
computed from these data overlapped.

The inclusion of the glioma data in the
data for the risk assessment had little
quantitative impact on the overall
estimates of risk. The estimates of risk
derived from these data are lower (by
approximately 3-fold) than the estimates
of risk derived from the other sites or
total tumor-bearing animals. [The
tabulations based on "all malignant
tumors" did not include the mortality
caused by the gliomas, and thus, these
tumors did not contribute to these
overall estimates of risk.) Given the
rarity of this type of tumor, the glioma
risk should be added to the risks from
other causes, though this could not be
done directly because the data on other
tumors in animals with gliomas were not
available. OSHA believes that using the
estimates of risk derived from the
glioma data as the lower end of the
range of risk would greatly
underestimate the total expected cancer
risk from exposure to ethylene oxide.

There were participants in the
rulemaking who felt that OSHA had
overstated the risk. For example, HIhlA
(Ex. 11-74) concluded that once the
"necescary biological and workplace
corrections to yield a more correct
estimate of the risk involved" were
incorporated, the prediction of risk at 1
ppm would be reduced approximately a-
fold, from 12 per 10,000 (1 ppm for 45
years of exposure) to 1.5 per 10,00 (1
ppm for 20 years of exposure). HIMA's

objections to this conclusion were
discussed m detail earlier. Given the
other submissions to the record, and the
weight of evidence concerning the
prelimmar estimates, OSHA cannot
agree with this characterization. Most
indications lead to the conclusin that
the ri:k is not overstated. Although
OSHA does not believe kIIMA's
approach to be valid for these purposes.
it should be noted that even the lower
level of risk proposed by -DAA would
still constitute a "significant" risk, as:
discussed in the following section.

The importance of these risk
estimates, and their implications for
justifying the permanent standard will
be discussed in the section on
significance of risk.

VI. Significance of Risk

OSHA's overall analytical approach
to main- a determination that
workplace exposure to hazardous
chemicals presents a significant risk of
material health impairment takes into
consideration a number of factors that
are consistent with recent court
interpretations of the OSH Act and
rational, objective policy formulation.
As prescribed by Section 6[b](5] of the
OSH Act, OSHA examines the body of
"best available evidence" on the toxic
effects of hazardous chemicals to
determine the nature and extent of
possible health consequences resulting
from workplace exposure to the
substance under consideration.
Quantitative risk assessments are
performed where possible and
considered with other relevant
information to determine whether the
substance to be regulated poses a
s:.ilcant rsk to workers at the current
perussible exposure level. OSHA
considers whether reduction of the
permissible exposure level for the
substance will substantially reduce the
risk.

OSHA has reviewed the toxicologic
and epideiologic literature and the
record evidence on EtO described in the
Health Effects section of this preamble.
The record, as summarized herein,
clearly shows that EtO exposure is
associated with a w.ide range of health
effects; those effects include cancer,
possibly of the blaod as well as other
organs; spontaneous abortions among
exposed pregnant women: other
reproductive effects among males and
females; mutagenic and cytogenetic
effects; neurotoxic effects; and
sensitization reactions.

Of all the toxicologic evidence
presented in the record, the evidence
showing that EtO is carcinogemc is the
most impressive. Three epidemological
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studies (Exs. 2-8, 2-22, 6-5) provide
supportive evidence that EtO is
carcinogenic in humans; although the
groups of workers studied were small,
two of these studies (Exs. 2-8, 2-22)
described significant increases in deaths
from leukemia among EtO-exposed
workers. One described'significant
increases in deaths from stomach cancer
(Ex. 6-5), another showed significant
increases in pancreatic cancer and
Hodgkin's disease.

In addition, a number of experimental
studies provide evidence that EtO is
carcinogenic. The Bushy Run study (Ex.
2-9) revealed both statistically
significant and dose-related increases in
peritoneal mesothelioma in male rats
and mononuclear cell leukemia in
female rats exposed to EtO by
inhalation. In addition, an excess
incidence of gliomas, a rare tumor in the
Fischer 344 rat was detected. Although
criticisms of this study were raised on
specific methodological points, all
interested rulemaking participants
agreed that the study was conducted in
accordance with good laboratory
practices was well-suited for use as the
basis for quantitative assessment of
cancer risk related to EtO exposure.
Because of these considerations and
because the mode of exposure was by
inhalation of EtO at concentrations both
above and below the current PEL of 50
ppm, OSIA chose the Bushy Run
bioassay as the basis for its quantitative
risk assessment, as discussed in the
previous section. The results of the
Bushy Run study were supported by
positive findings of EtO-induced cancer
in four other bioassays (Exs. 2-18, 2-19,
6-16, 15, 19); furthermore NIOSH (Ex.
15), reported an increased incidence of
gliomas among EtO-treated rats, further
strengthening the findings of the Bushy
Run study.

The first element established in the
Supreme Court's Benzene decision (IUD
v. APA 448 U.S.) for determining
significant risk, that of demonstrating
that exposure at the current PEL
constitutes a significant risk of material
health impairment, is clearly and
definitively established by the
rulemaking record for EtO. Based upon
the quantitative risk assessment, OSHA
has determined that the best estimate of
excess risk of cancer at 50 ppm EtO (the
current PEL) is between 634 and 1,093
cancer-related deaths per 10,000
employees. In making a determination
that this risk is significant, OSHA relies,
in part, upon the Supreme Court's
indication of when a reasonable person
might consider a risk significant and
take steps to decrease that risk. The
Court stated:

-It is the Agency's responsibility to
determine in the first instance what it
considers to be a "significant" risk. Some
risks are plainly acceptable and others are
plainly unacceptable. If, for example, the
odds are one in a billion that a person will
die from cancer by taking a drink of
chlorinated water, the risk clearly could not
be considered significant. On the other hand,
if the odds are one in a thousand that regular
inhalation of gasoline vapors that are 2
percent benzene will be fatal, a reasonable
person might well consider the risk
significant and take the appropnate steps to
decrease or eliminate it. (IUD v. API 448 U.S.
at 655).

The estimated cancer mortality
attributed to EtO exposure at the current
PEL must be considered significant using
virtually any reasonable basis for such a
determination.

It is also evident that the estimates of
cancer risk for EtO at the current 50 ppm
exposure limit are significant when
compared to risk estimates judged
significant by OSHA for other
hazardous substances m previous
rulemakings. For example, the risks from
EtO exposure at the current PEL are a
higher than those for coke oven workers
(10 cancer cases per 1,000 workers)
which OSHA determined were sufficient
to justify lowering the coke oven
emissions standard (41 FR 46755). The
risk from EtO exposure are near those
from arsenic exposure at the former PEL
(148-425 cases per thousand, as reported
in the supplemental statement of
reasons for the final rule for
occupational exposure to arsenic (43 FR
19584)). The excess risk of cancer from
EtO exposure also approaches the level
of risk of byssinosis (130 cases per
thousand) resulting from exposure to
cotton dust at the former PEL.

Further insight into the significance of
the magnitude of the risk can be gained
by reviewing occupational accident
fatality statistics. Such an analysis was
performed previously by OSHA for the
arsemc standard (48 FR 1864-1903).

Accident fatality rates are not directly
comparable to the estimated excess
cancer deaths resulting from EtO
exposure. Fatality statistics represent
deaths from accidents reported by the
employers. They are calculated on an
annual basis, and reflect accidents that
have occurred due to all causes
combined. To increase the
comparability, annual BLS fatality
accident rates were adjusted to be
equivalent to a 45 years working
lifetime. The reported annual accident
fatality rates are lower than the
estimated lifetime fatality rates given
below. If OSHA calculated the excess
cancer risk associated with a single year
exposure to EtO, the excess cancer risk
would also be lower than the 45 year

lifetime risk. Smaller numbers would
result for all statistics if a shorter time
period, such as one month, is used as the
basis for the comparison. A common
time basis using a lifetime exposure
associated with the comparison appears
to be a logical approach. (In addition,
see the discussion below regarding use
of a 20 year working lifetime).

OSHA believes that the accident
fatality statistics gives a general view of
the conditions in the work environment
that can place in perspective, to some
extent, the types of situations that are
considered very risky, and some that are
not. As such, it can be seen that the
cancer risks associated with EtO
exposure are significant. EtO risks at 50
ppm are higher than accident fatality
risks from all types of accidents
combined, in most industries. Typical
lifetime fatality risks for all
manufacturing was 27 per 10,000 and for
service employment was 16 per 10,000,
Typical fatality risks in electrical
equipment industries was 4,8 per 10,000
and 0.7 per 10,000 in retail clothing (48
FR 1902).

Although OSHA ultimately relied
upon the multistage and one-hit model
to determine risk from exposure to EtO
at the current and proposed permissible
exposure limits, the Agency also
examined the results from other
mathematical models. At the current
exposure limits, maximum likelihood
estimates based on the other models
varied between 63 to 173 cancer cases
per 1,000 workers. The Agency points
out that with regard to the estimates of
risk based on the finding of leukemia In
female rats, use of these models gave
higher maximum likelihood estimates of
risk than did use of the one-hit model.
Results of risk estimation based on
these models support OSHA's
determination that significant risks exist
from exposure to EtO at the current PEL,

In accordance with the second
element of the Supreme Court's Benzene
decision on determination of significant
risk, OSHA has determined that
lowering the PEL for EtO from 50 ppm to
1 ppm is reasonably necessary to reduce
the cancer risk for EtO exposed
workers. OSHA's risk assessment
indicates that the reduction in risk
resulting from lowering the 8-hour TWA
to 1 ppm will be dramatic, The best
estimate, as determined by the risk
assessment, is that the risk at I ppm will
be between 12 and 23 cases per 10,000,
The upper confidence limits for this
assessment are 21 to 33 deaths per
10,000 workers.

In developing estimates of risk for
occupational exposure to EtO, OSHA
had the benefit of numerous

25764



Federal Register I Vol. 49, No. 122 / Friday, June 22, 1984 / Rules and Regulations

independent risk assessments that were
submitted to the record, in addition to
its own assessment. Although the
estimates of the risk varied from one
assessment to another, all of the
assessments indicated that the excess
cancer risk from EtO exposure at 1 ppm
over a working lifetime are significant.
Based upon the discussion'referred to
above, OSHA has determined that
significant risk is not eliminated by
lowering the TWA to I ppm.

Some participants have suggested that
OSHA calculate the cancer risks to
individuals attributable to EtO exposure
for 20 years of exposure rather than 45
years of exposure. For example, HIMA
(Ex. 11-74) noted that OSHA had greatly
overstated the risk by computing risks
on 45 years of exposure. HIMA
suggested that 20 years would produce a
more plausible risk estimate because
most exposures to EtO m the hospital
sector are for far less than 20 years, and
therefore HIMA suggested using 20
years, not 45 years, as a maximum
length of exposure in risk calculations.

There was discussion of the reasons
for selection of the 45-year working
lifetime m the quantitative risk
assessment section of this document,
which concluded that calculations of
population risk based on 20 years of
exposure may not necessarily reduce the
risk calculated for a population which is
exposed for 45 years.

Another reason for using the 45-year
exposure as the lifetime risk is the use of
comparative risk analysis when
evaluating the importance of the
magnitude of the risk. To gain a
perspective on the significance of the
risk, OSHA has examined occupational
risks relative to one another. The data
on work-related illnesses are very
scanty and often OSHA must resort to
comparisons with the risks of
occupational injuries. In doing these
relative comparisons, OSHA has chosen
a common unit of time used for
determining "occupational lifetime"
risks, that is, 45 years. The common" time
basis for comparison is necessary
because risk to an individual from
exposure to a hazard for 45 years will be
,greater than risks from exposure for
only 20 years, and similarly, risks to an
individual exposed to a hazard for
twenty years will be greater than the
risks of exposure for only one year.
OSHA believes it is appropriate (and
necessary) to compare lifetime risks
from EtO to lifetime risks from other
causes, as long as the periods of
"exposure" are the same.

The use of the 45-year lifetime is
based upon guidance given in the OSH
Act. As found in section 6(b)(5): "The
Secretary, in promulgating standards

dealing with toxic materials or harmful
physical agents under this subsection,
shall set the standard which most
adequately assures to the extent
feasible, on the basis of the best
available evidence, that no employee
will suffer material impairment of health
or functional capacity even if such
employee has regular exposure to the
hazard dealt with by such standard for
the period of his working life." It is
reasonable to assume that a person will
begin work at age 20 and work until the
age of 65 years old, a 45-year working
lifetime, although the person may not
work at the same job or be exposed to
the same toxic substance for the entire
45 years. Changing jobs may result in
increased risk from worker turnover.

As OSHA noted in the quantitative
risk assessment section of this
preamble, although the use of a 20-year
lifetime risk will be lower than the 45-
year risk for any single individual, the
overall risk to the population will
increase. Though workers will be
exposed for shorter periods of time, the
population at risk will increase
dramatically, because turnover causes
the exposure to be spread among
several individuals (that is, two workers
exposed for 20 years each, compared to
one worker exposed for 40 years).
Worker turnover is believed to increase
the risk for the population to a level
greater than that associated with
individual risks. (See discussion in
quantitative risk assessment, AFSCME
has stated that, due to turnover, risks
should be increased by a factor of ten.

OSHA has not made the adjustments
suggested either by HIMA or AFSCME,
OSHA believes that adding more factors
for analysis in the significant risk
determination is not necessary. In
addition, calculating 20-year risks rather
than 45-year risks increases
uncertainties. The risks of 45 years of
human exposure are comparable to the
lifetime dosing pattern in the Bushy Run
and NIOSH studies that were used as
the basis for the quantitative risk
assessment. If a 20-year human
exposure is taken as the lifetime at risk,
adjustments would have to be made to
take into account the period of
nonexposure. Because information is not
available on which to base those
adjustments further assumptions would
have to be made in order to obtain
estimates of risk. Although these
assumptions might be reasonable they
would, nonetheless, add uncertainty to
the 20-year estimate that does not exist
for the 45-year estimate. Finally, with
the exception of HhMA, OSHA's
approach to determining significant risk
has been virtually unchallenged.
OSHA's approach is consistent with

other risk assessments previously
conducted.

In conclusion. OSHA believes its
approach, using a 45-year exposure as
an occupational lifetime is an
appropriate method for analyzing the
significance of risk. Although risk from a
20-year exposure for any individual
appears to be smaller than a 45-year
exposure risk, when using comparative
risk analysis, the regulatory decision
remains the same. That is, that risks are
significant at the existing 50 ppm PEL,
that the new standard reduces the risks.
and that the new I ppm TWA limit does
not eliminate significant risks. In
addition, using a 20-year exposure as
lifetime rather than a 45-year lifetime
means that more workers will be
exposed to EtO, which will have the
effect of increasing the risk to the
population as a whole. If a 20-year
lifetime were used, this turnover factor
would have to be included in the
significant risk determination. Evidence
has not been sufficient in this
rulemakmg to adopt this type of
population analysis for the significance
of risk. It seems, however, that such an
approach would, if used, lead to greater
estimates of risk. and thereby provide
further justification for the standard.

In accordance with the Supreme
Court's guidelines, OSHA has attempted
to quantify the risk of exposure to EtO
by determining which levels of exposure
constitute a significant risk to
employees. However, as ackmowledged
by the Court, significant risk
determinations involve more than mere
mathematical treatment of the available
health data. The use of mathematical
risk assessment models is only one tool,
though an important one, in the overall
risk evaluation performed by OSHA in
developing health standards. The
Agency must evaluate all of the health
evidence, including those data which do
not readily lend themselves to
quantification of risk. to determine
necessary and appropriate protective
provisions for exposed employees.

OSHA believes that the record
evidence describing EtO's carcinogem
effects, 5long with the findings of the
quantitative risk assessment, provide
overwhelming evidence that a
significant excess risk of cancer
mortality is associated with EtO
exposure and supports the need to
reduce the PEL for EtO. In addition to
this evidence, the record evidence
showing that EtO exposure is associated
with reproductive and cytogenetic
effects buttresses the need to lower the
PEL. although the available data do not
permit development of reliable
quantitative risk assessments for these
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health effects. Evidence on reproductive
effects include a study by Hemminki
and coworkers (Ex. 6-7), ,who reported
an increased incidence of a spontaneous
abortion among pregnant EtO-exposed
women, as well as findings from animal
bioassays (Ex. 2-23, 6-9, 4--60, -10, U-
16) describing increased incidences of
fetotoxicity, decreased fertility, and
effects on sperm count and motility.
Despite criticisms of these studies, many
commenters {Exs. 21-261, 141E-2,; 40)
agreed that the results of the Hemmmki
study, taken in combinationwivththe
animal data describing fetotoxic and
genotoxic effects resulting from EtO
exposure, indicate that EtO poses a
reproductive hazard for both men and
women.

The genotoxic effects of EtO exposure
described in the record include mutation
of cells in culture, dominant-lethal
mutations, heritable translocations,
(Exs. 2-37 2-352, 2-36), unscheduled
DNA snythesis m germ cells of rodents,
and increased frequency of
chromosomal aberrations and SCE's in
monkeys, rabbits (Exs. 4--60, 6-16, 22),
and in humans occupationally exposed
to EtO below the current PEL of S0 ppm.
(Exs. 2-38, 6-13, 6-12, 6-14, 2-39, 137 6-
15) These effects are not surprising
given that EtO is a highly reactive
chemical and is capable of alkylating
DNA. Although it is clear that the
findings of chromosomal aberrations
and SCE's in exposed humans stem from
EtO acting upon DNA m human cells it
is not clear what clinical manifestations
would result from these effects.
Nonetheless, the fact that EtO acts to
alter the basic structure of genetic
material, and resulting in alternations in
ways that are both rare and persistent,
and for which the clinical outcome is
uncertain, is serious cause for concern.
The wide spectrum of effect

attributable to EtO exposure is striking
both in the number of test systems for
which positive effects were found and in
the relatively low exposures associated
with those effects. These findings, taken
together.with the evidence on cancer,
suggest similarities in the mechanism by
which EtO induces mutagenic,
carcinogenic, and reproductive effects. It
is well established in the scientific
community that most carcinogens have
also been found to be mutagens when
tested in in vitro and in wvo systems.
For example, Legator testified:

we can talkat great length about the
correlation between compounds that cause
chromosome abnormalities * (and) cancer
and the correlation is extremely impressive

." (Tr. 68).

Similarily, NIOSH has stated that the
evidence that EtO exposure is

associated with spontaneous abortion is
supported by EtO's genotoxic activity.
(Ex. 40).

Although the mechanisms by which
EtO induces cancer or spontaneous
abortion have not been precisely
determined, the mutagenic activity of
EtO suggests a mechapism by which
EtO may cause these other effects. In
evaluating the need to regulate
occupational'EtO exposures, OSHA
must .consider these elements in
addition to the finding that a significant
excess cancer mortality risk exists at
the current 50 ppm EtO PEL. OSHA
agrees with Legator's testimony that EtO
is unusual in the breadth of its related
toxic effects.

I thinkyou've had all the information that
one could possibly gather to make a decision
here. We can do all the risk estimates -we
wish and the answer is going to be that this is
an extremely toxic chemical, a uniquely toxic
chemical, a chemical that represents, in the
pure sense of the vord, a mutagemc,
carcinogeic substance that does all the
things that one would anticipate and one that
we very seldom see in terms of (the) entire
spectrum of results. fTr. 81).

OSHA therefore concludes that EtO
presents a serious and significant risk of
adverse health effects going well beyond
those of an excess risk of cancer, and
believes that these risks will be
substantially xeduced by promulgation
of the 1 ppm TWA.

Congress passed the Occupational
Safety and HealthAct of 1970 because
of a determination that occupational
safety and health risks in the American
workplace were too high. Based on this,
it is clear that Congress gave OSHA the
authority to reduce serious occupational
risks when feasible. OSHA believes that
the proposed standard for-EtO will
reduce risk of cancer from a hundred per
thousandto nearly one per thousand
workers, and therefore, the Agency is
carrying out the Congressional intent
within the limits of feasibility and is not
attempting to reduce insignificant risks.,

In accordance both with
Congressional intent and the Supreme
Court's rationale, OSHA must, if it is
feasible, seek to reduce risks below
those estimatedby the risk assessment
to persist at a PEL of I ppm. OSHA
expects that the final rule -will reduce
the risk of cancer below that estimated
using the mathematical model. The
estimates of risk only consider the
standard's exposure level and do not
take into account the other protective
provisions of the standard such as
respirators and medical surveillance.
The decrease in risk to be achieved by
these additional provisions cannot be
adequately quantified beyond a
determination that they will add to the

protection provided by the lower PEL
alone. OSHA has determined that
employers who fulfill all the provisions
of the final rule will provide that
protection for their employees from the
hazards presented by occupational
exposure to EtO beyond that which
would be provided solely by reduction
of the PEL.

VII. Summary of Regulatory Impact and
Regulatory Flexibility Analysis

Introduction

Executive Order (E.O.) 12291 (40 FR
13197 February 19, 1981) requires that
regulatory agencies develop a regulatory
analysis for any rule having major
economic consequences on the national
economy, individual industries,
geographic regions, or levels of
government. The Regulatory Flexibility
Act (5 U.S.C. 601 etseq,) similarly
requires regulatory agencies, including
OSHA, to consider the impact of
regulatory actions on any smallentities
that will be affected by the regulation,

In accordance with these
requirements, OSHA prepared a
Preliminary Regulatory Impact and
Regulatory Flexibility Analysis (Ex. 6-.
22) to accompany the proposed standard
for EtO. The Agency has also developed
a combined Regulatory Impact and
Regulatory Flexibility Analysis for the
final EtO standard, Rulemakifg
comments received on the Preliminary
Regulatory Impact Analysis and on the
economic and technological feasibility
of the standard are addressed in the
summary sections below. The principal
findings of each of the chapters of the
final Regulatory Impact Analysis, and
any differences between the Agency's
preliminary and final analyses, are also
discussed in the following sections, The
Regulatory Impact and Regulatory
Flexibility Analysis is available in the
rulemaking docket for inspection and
copying.

The Secretary has determined that
this regulation does not constitute a
major regulatory action, as defined by
the criteria of section 1(b) of E.O. 12291,
The Secretary also certifies that thi
action will not have a significant Impact
on a substantial number of small
entities.

In accordance with the Paperwork
Reduction Act of 1980 (Pub. L. 90-511), the
reporting or recordkeeping provisions that
are included in this regulation will be
submitted for approval to the Office of
Management and Budget (OMB). They are
not effective until OMB approval has been
obtained and the public notified to that effect
through a technical amendment to this
regulation.
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Summary of Industry and Exposure
Profiles

Information received from the Health
Industry Manufacturers Association
(HIMA) (Ex. 89, Tr. 240) has caused
OSHA to reevaluate its original
estimates of the numbers of directly and
incidentally exposed employees
potentially affected by this standard.
OSHA estimates that the EtO standard
covers approximately 71,196 directly
exposed employees and 69,175
incidentally exposed workers in five
industry sectors. Directly exposed
workers are defined as those exposed to
EtO as part of their regular work
assignments. Incidentally exposed
employees are defined as those exposed
on a non-routine basis, such as might
occur if an employee walked through an
area where EtO was present. For
example, an incidental exposure occurs
when an employee inhales airborne EtO
that is off-gassing from a product
previously sterilized with EtO, or when
a pooyly functioning ventilation system
permits EtO to accumulate in an area
normally free of EtO.

The majority of employees covered by
the standard work in five industry
sectors: EtO producers, ethoxylators
(firms using EtO to manufacture other
chemical products), health care
providers (hospitals that use EtO as a
sterilant), manufacturers and sterilizers
of medical products (hereafter termed
medical products manufacturers), and
spice manufacturers. The producer
industry is comprised of 13 large firms,
only 3 of which had annual sales under
$1 billion in 1979. OSHA has identified
38 of the 50 firms that were estimated by
the Ethylene Oxide Industry Council
(EOIC) to comprise the ethoxylator
industry. The 38 ethoxylator firms and
the 13 producers identified use
approximately 98 percent of all EtO
produced in the United States to
synthesize other chemicals, such as the
ethylene glycol used in antifreeze, and
polyester resins and fibers. The smallest
ethoxylator firm by revenue (of the firms
that were identified) had annual sales of
$15 million and employed 350 workers in
1981. A total of 3,676 employees are
currently estimated to be directly
exposed in the producer and ethoxylator
sectors.

Three of the industries affected by the
standard-hospitals, medical products
manufacturers, and spice
manufacturers-use EtO to sterilize
other products. Although the sterilant
uses of EtO consume only 2 percent of
all EtO produced in the United States,
these applications are responsible for
most occupational exposures to EtO.
OSHA estimates that EtO is used as a

sterilant in 7,700 sterilizers in 6,237
hospitals. In all U.S. hospitals,
approximately 62,370 employees are
estimated to be directly exposed, and
25,000 are estimated to be incidentally
exposed.

In addition, 5,000 and 41,750
employees are directly and incidentally
exposed to EtO, respectively, in the 125
medical products manufacturing firms
that are estimated to use EtO. In the
Preliminary Regulatory Impact Analysis,
OSHA estimated that 300-400 firms in
this sector sterilized with EtO and that
14,000 and 116,900 employees were
directly and incidentally exposed,
respectively, in this sector. However,
'HIMA reported (Ex. 89, Tr. 240) that
fewer firms in this sector are currently
using EtO to sterilize medical products.
Among the firms identified by OSHA.m
this industry were very large companies
such as Johnson & Johnson (with sales of
$4.8 billion and employment of 42,000)
and relatively small firms such as
Edward Weck and Company, Inc., with
400 employees and annual sales of S30
million.

An estimated 25 spice manufacturing
firms use EtO to sterilize spices. These
firms have a total of 150 directly
exposed employees. OSHA revised its
estimate of the number of EtO-usmg
firms and exposed employees in this
sector based on information submitted
to OSHA's rulemaking docket by the
American Spice Trade Association
(ASTA) (Ex. 11-130). The Preliminary
Regulatory Impact Assessment
estimated that there were 27 EtO-using
firms and 162 directly exposed
employees in this sector. Fifty-seven
percent of the firms identified in this
industry sector have more than 1,000
employees. The two smallest firms
identified have 28 and 95 employees and
annual sales of $20 and S14 million.
respectively.

Summary of Costs
OSHA examined both the annualized

and present value costs (in 1982 dollars)
of compliance with a I ppm TWA and a
10 ppm.

These costs were determined for each
of the affected industry sectors and
represent the annualized and present
value costs that would be incurred
assuming that the start-up dates of the
engineering provisions in the standard
are I year from the effective date of the
rule. The present value of the costs was
estimated using a 10 percent discount
rate and a 50-year time period. Costs are
presented in this regulatory analysis for
the engineering controls necessary to
achieve exposure levels of 1 ppm as an
8-hour TWA, and for other provisions of
the standard, such as medical

surveillance, exposure monitorng.
training, and hazard commumcation.

OSHA estimates that total annualized
costs, which include capital costs as
well as annual operating costs, are
$35.45 million for all affected sectors.
The total annualized costs for the five
industry sectors are: producers, $1.27
million; ethoxylators, $0.97 million;
health care providers, $16.68 million;
manufacturers of medical products,
$16.38 million, and spice manufacturers,
$0.15 million. The present value of the
costs of the final standard over the next
50 years, assuming a 10-percent discount
rate, is estimated to be $351.52 million
for the five affected industry sectors.

OSHA's Preliminary Regulatory
Impact Assessment reported higher
costs than those presented here. OSHA
estimated that the total annualized costs
for all sectors for the proposed standard
would be $72.4 million, distributed by
industry sector as follows: producers,
$1.56 million, ethoxylators, $1.03 million;
health care providers, $23.65 million;
manufacturers of medical products,
$45.99 million; and spice manufacturers.
C0.17 million. OSHA has revised the
estimated compliance costs for the
producers sector based on submissions
suggesting that two companies had
already achieved compliance with a 1.0
ppm TWA (Exs. 4-40,11-68) and,
therefore, would incur no costs for
engineenng controls. Costs in the health
care providers sector were revised
based on information submitted to
OSHA by the American Hospital
Association (AHA) (Ex. 11-115) showing
that 40 percent of the hospitals
participating in the AHA's survey
reported that they had already achieved
a 1.0 ppm TWA and. therefore, would
incur no costs for engineering controls.
Costs in the manufacturers of medical
products and spice manufacturers
industry sectors have also been changed
based on revised estimates of the
number of firms using EtO and the
number of exposed employees (Exs. 11-
130, 89).

Summary of Econormc Impacts

In the EtO producer and ethoxylator
sectors, OSHA estimates that the
annualized compliance costs of the final
standard are approximately 0.2 and 0.1
percent of total annual sales for these
sectors, respectively. Costs of this size
will not have a substantial impact on the
firms in these two sectors, since these
firms are large, multi-product. multi-
facility, and financially sound
companies.

In the sectors using EtO as a sterilant
(medical equipment manufacturers,
hospitals. and spice manufacturers], the
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estimated annualized compliance costs
per firm ranged fromS1,475 to $131-04M
The estimated cost of the standard per
directly exposed employee in the spice
manufacturing, hospital, and medical
equipment manufacturmng sectors is
$1,000, $267, and $3,276, respectively.
OSHA believes that, since the demand
for the products produced by these
sectors is relatively price inelastic, firms
in these sectors ivAI be able to pass
these costs forward to their customers.

In the medical equipment
manufacturing sector, where an
additional 41,000 employees are
believed to be incidentally exposed to
EtO, firms will probably be able to pass
a part of their costs forward to their
customers in the hospital sector. As
described above, OSHA believes that
the hospitals, in turn, will pass these
costs through to the consumers of
hospital services.

In conclusion, OSHA has determined
that the compliance costs associated
with the final EtO standard will not
have a significant impact on the market
structure of any of the affected
industries. In addition, the impact of the
rule on inflation will be negligible,
accounting only for approximately 0.001
percent of the GNP for 1982. Further,
since OSHA has found that few if any
firms will be forced to cease doing
business because of the standard, no
impacts on employment or regional
concentration are anticipated. Finally,
the permanent standard for EtO should
not have a discernible impact on the
balance of payments, since the U.S.
producers of EtO who compete with
foreign producers are clearly capable of
absorbing the costs of the standard.

Summary of Benefits
The illnesses and premature deaths

prevented by the implementation of the
final EtO standard represent some of the
expected benefits of this standard. Some
aspects of these benefits can be
quantified, such as the excess risk of
cancer due to direct exposure to EtO.
Other EtO-related health impacts, such
as chromosome damage and neurotoxic
effects, have not been quantified due to
data limitations.

Among the non-quantifiable health
effects attributable to EtO exposure are
several types of chromosome damage
including increased frequency of sister
chromatid exchanges (faulty exchanges
of genetic material among
chromosomes), chemical alteration of
the DNA, failure of the DNA repair
mechanism, and quadriradials (a
visually detectable, rare, and complex
chromosome aberration). Mutagemc and
reproductive effects of EtO exposure
have been observed in experimental

animal studies irvolving increases in the
frequency of fetal resorption, -eratogemc
effects, and domnnant-lethal effects. In
addition, increases in the number of
spontaneous abortions were observed in
an epidemiological study of exposed
hospital sterilizer techmcians m Finland.
-Exposure to EtO can also have serious
neurotoxic and sensitization effects. The
neurotoxic effects of EtO can range from
centrally mediated nausea and dizziness
to peripheral paralysis. Employees who
become sensitized to EtO often have to
avoid all subsequent contact -with the
chemical.

Using a quantitative risk assessment
based on the Bushy Run experiments,
OSHA has estimated the number of
excess cancer ,cases that are expected to
occur among directly exposed workers
during the next 50 years. The risk
assessment model assumed that
workers are exposed to EtO8 hours per
day, 5 days per week, 46 weeks per year,
for 45 years. The .0-year time period
represents the remaining life expectance
of a worker whose first exposure occurs
at the age of 25 years. The directly
exposed population accounts for
approximately 71,196 of the estimated
140,371 employees exposed to EtO.
Based on current exposure levels, OSHA
estimates that compliance with the 1
ppm TWA will reduce the number of
excess EtO-related cancers over the
next 50 years from a range of 532 to
1,017 to a range of 75 to 146, an 86
percent reduction.

Summary of Technological Feasibility
Several issues were raised and

discussed at length as to the
technological feasibility of certain
provisions of the EtO standard. These
included: the feasibility of achieving
compliance with the 1 ppm 8-hour TWA
and the ability of available monitoring
methods to measure 8-hour TWA EtO
concentrations accurately and reliably.
The record evidence on each of these
issues is summarized below.
Feasibility of the I ppm TWA

OSHA concludes that compliance
with the 1 ppm TWA is technologically
feasible for each of the five industry
sectors principally affected. The
methods that can be used to reduce
employee exposure tor EtO in the EtO
producer and ethoxylator industry
sectors involve conventional technology.
Examples include the increased use of
exhaust ventilation, double mechanical
pump seals, leak detection and repair,
and the supplemental use of respiratory
protection for selected short-term
operations and mamtenanpe activities.
This technology is commonly known
and presently used by firms in these

affected industry septors. The following
sections present evidence and testimony
from the record that demonotrale the
feasibility of nompliance with the 1 ppm
TWA, not only in the producer and
ethoxylator sectors, but in the medical
products manufacturers sector, the spice
manufacturers sector, and the health
care providers sector.

Processes in which EtO is
manufactured .or used as a chemical
feedstock primarily involve -closed
systems. Emissions that are of concern
from the viewpoint of occupational
exposure arise from pump and
compressor seals, valves, and flanged
joints. According to the JRB, Associates
(Ex. 6-22) study of the EtO industry,
these exposures can be controlled by
the increased use of mechanical seals on
pumps and compressors; leak detection
and repair, rupture disks for minimizing
low-level leakage from pressure relief
devices; closed sampling devices at
process sampling locations; and vapor-
tight unloading connections, magnetic
level gauges, and nitrogen purge systems
on tank car loading facilities. Based on
visits to producer and ethoxylator sites
where these controls were being used,
JRB concluded that a 1 ppm TWA was
technologically feasible if respiratory
protection was used for short periods of
time during hose-disconnect operations
at tank car loading and unloading
stations (Ex. 6-22).

Many producers and ethoxylators
submitted information supporting JRB's
conclusion. For example, Celanese
Corporation (Ex. 4-40) adopted a 1 ppm
internal 8-hour TWA exposure limit In
1980 and is currently achieving this level
at all job locations. Texaco (Ex. 4-47)
reported that it is currently "fairly
close" to achieving a I ppm 8-hour TWA
and is preparing to implement additional
controls to achieve a 1 ppm standard.
The controls used by Texaco Include.* ** recovery systems, closed-loop
sampling systems, and magnetic level
gauges for loading EtO tank cars" (Ex.
4-47).

The EOIC surveyed its member
companies on the issue of the feasibility
of a 1 ppm TWA (Ex. 4-33). Although
the EOIC agrees with OSHA that a
TWA of 1 ppm is feasible for the EtO
producers and non-producer
ethoxylators, they expressed concern
that certain non-producer ethoxylators
would not be able to achieve the 1 ppm
TWA:

With respect to the non-
producer* [ethoxylators], * * *It must
be emphasized thatthe EOIC survey
response constitutes a relatively small
sample of a diverse industry and that I ppm
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may not be technologically feasible for some
members of that industry. (Ex. 4-33)

However, a supplemental submission
by the EOIC Pxs. 4-33A, 4-33B) noted
that 19 of 26 non-producer ethoxylator
firms contacted by EOIC had already
acleved 8-hour TWA's of 1 ppm or
below. Neither the EOIC nor individual
non-producer ethoxylator firms
presented evidence to the record to
suggest why firms in this sub-sector

ught have difficulty achieving a I ppm
PEL. OSHA believes that the processes
involved in ethoxylation, the types of
equipment used, and the engineering
controls employed to reduce emissions
from these processes are substantially
similar for both EtO producers and
producer and non-producer
ethoxylators. OSHA concludes,
therefore, that compliance with a I ppm
TWA is feasible for producers and for
ethoxylators.

Several cornmenters (Exs. 11-57 11-
133, 70, Tr. 828, 837] stated that, while a
I ppm TWA is feasible, respirators
might be required for some short-term
operations. For example, the EIOC
commented that:

In order for industry to meet a PEL of 1
ppm (TWA), use of respirators in certain
circumstances, in addition to maintenance
and repair, will be necessary. Producers and

* (ethoxylators may need to use
respirators during loading and unloading
operations. (Ex. 11-57)

Howard L Kusnetz, Manager of Safety
and Industrial Hygiene, Shell Oil
Company (Ex. 70, Tr 878), stated that
workers m 14 of 16 job categories at
Shell were exposed to 8-hour TWA EtO
concentrations of less than I ppm; m the
2 categories where exposures exceeded
I ppm, respirators were used for short-
term operations. Donald E. Rapp, a
Certified Industrial Hygiemst with the
Dow Chemical Company, also
confirmed that I ppm can be achieved if
respirators are used during tank car
loading and unloading and during vessel
cleaning (Tr. 837). A submittal by Union
Carbide Corporation stated that a I ppm
level " * may be feasible only with
the extensive use of negative pressure
respirators, supplied air equipment, and
with a sufficient phased-rn compliance
period" (Ex. 11-133). Union Carbide goes
on to comment that respirators would be
required in operations such as "* * *
breaking connections, changing filters,
cleaning railcars and tank trucks.
clearing lines and quality control
sampling * * " (Ex. 11-133).
OSHA agrees with Union Carbide's

assessment that a I ppm TWA may
require the use of respirators in some
maintenance operations and tank car
loading and unloading. Such operations

will need to be evaluated by individual
employers on a case-by-case basis to
determine whether engineering and
work practice controls are feasible.
However, OSHA does not agree that
respiratory protection will be necessary
during process (quality control)
sampling. As reported by JRB (Ex. 6-=).
Texaco (Ex. 4-47], the EOIC (Ex. 4-33).
and the Dow Chemical Company (Tr.
837), employee exposures during process
sampling can be controlled effectively
by enclosing and ventilating the
sampling points.

There was general agreement in the
record that a 1 ppm 8-hour TWA
exposure limit is achievable for
operators of large industrial sterilizers
[Exs. 6-22,11-74; 11-113; 91; 146; Tr. 213,
1068, 1042). In the feasibility study
conducted by JRB (Ex. 6-22), a number
of engineering controls and work
practices were identified that are
currently being used in the industry to
reduce occupational exposure to EtO.
These include chamber evacuation
systems, liquid/gas separation units to
prevent excessive EtO emssions during
chamber evacuation, local exhaust
hoods installed over the sterilizer door,
local ventilation of aeration chambers,
and allowing the sterilizer to aerate for
a short period of time after opening the
sterilizer door. Because the equipment
described by JRB is readily available on
new sterilizers or can be retrofitted onto
old equipment, JRB concluded that a 1
ppm TWA is feasible for sterilizer
operations (Ex. 6-22). Ronald H.
Abrahams, Director of the Regulatory
Compliance Division of the American
Hospital Supply Corporation (Ex. 4-45),
commented as follows:

For us to achieve a 1 ppm or lower level by
engineering means, it is our opinion that we
would have to construct new facilities with
remote material handling capabilities,
sterilization cycle modifications, land]
conveyor Systems to transport products from
the sterilizer area to specially dcsigned
degassing areas

Abrahams also stated that in order to
achieve a 5 ppm TWA, chamber purge
systems and additional air ventilation
would be required (Ex. 4-45). Howyever.
OSHA believes, based on the evidence
submitted by several medical products
manufacturers (discussed above), by
Peter Roy (Ex. 36), and by Robert
Kramer (Ex. 35), that chamber purge
systems and ventilation systems, if
properly designed, can reduce 8-hour
TWA exposures to I ppm and that the
extensive use of automation described
by Abrahams will not be necessary to
achieve a I ppm TWA in ths sector.

In his written submission to the
dochet Peter A. Roy, Assistant
Professor of Industrial Hygiene at the

University of Minnesota, commented as
follows:

In my opinion, the measures necessary Ior
EtO exposure control * to 1 ppm
PEL are in fact nothing more than the
application of good industral hygiene
practices, which have been well established
and proven * These control measures
include both local exhaust and general
ventilation, process isolation. work practice
control equipment modification, and
personal protection. (Ex. 35).

Comments submitted by the 3M
Company also indicate that a I ppm
TWA is attainable using new equipment
or by retrofitting older equipment. In this
regard, 3M stated:

We believe that both new STEF.-VAC
equipment and retrofit modifications
available for older 3M sterilizers make it
feasible for 3M customers to meet the
proposad PEL of 1.0 ppm reliably. Ex. 146).

In addition. in 1981 3M adopted an
internal gudeline of I ppm as an 8-hour
TWA in for its own sterilization
facilities (E. 146).

Like 3M, Johnson & Johnson has
already adopted an internal standard of
I ppm as an 8-hour TWA (Ex. 11-113). In
their written subnssion, they
commented as follows:

Johnson & Johnson adopted internal EtO
exposure guidelines of 1 ppm (8 hr. TWA)
and 10 ppm (15 mm. STEL] in May of 1930
and thus has three years experience in
implementing this guideline for exposure.
This experience indicates that a PEL of 1 ppm

Is feasible when coupled with the
limited use of respirators (Ex.- 11-131.

Frank P. Wilton, President of Ethox
Corporation, commented in his written
testimony that, after installing new
ventilation equipment and constructing
a dedicated aeration facility, Ethox
it* * *achieved an operating
environment with a TWA below 10
ppm" and believes that it "will be able
to achieve a TWA of 1 ppm" after
mstalling additional control measures
(Ex. 91).

On the-issue of when respirators were
needed to meet the I ppm TWA,
commenters generally agreed that
limited use of respirators would be
required during certain operations (Fxs.
11-74.11-113, Tr. 285, 302,1042, 1058).
For example, G. Bnggs Phillips, Vice
President of Scientific Affairs for HIMA.
testified that:

H,MA supports OSHA's proposal of the
one part per million PEL and believes that
compliance is feasible [if] limited use of
respirators [is permittad for short periods.
(Tr. 1041).

In its written subission HIMA
described the areas in which respirators
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may be required to achieve a I ppm
TWA:

In addition to chamber unloading,
respirator protection is essential in degassing
rooms, for example, removal of biological
indicators from sterilized products, requires
the employee to enter the degassing room,
where ambient levels from the off-gassing
product, even with ventilation, are likely to
be above I ppm. (Ex. 11-74).

In his testimony, Roy agreed that
respirator use may be necessary in the
sterilizer chamber and aeration facility:

Based upon my experience even with the
engineering controls and ventilation and
chamber aeration unloading the pallets
from a large sterilizer would require
respiratory protection.

[TIransferring into and entering the heated
aeration tunnel or aeration room, depending
on the size of the facility would
routinely require respiratory protection

[Riemoval of biological indicators in
industrial settings, since the indicators were
often buried in the pallets somewhere,
quality assurance technicians would put a
gasmask on (Tr. 302).

OSHA concludes, based on the
evidence discussed above, that
achievement of the I ppm TWA is
technologically feasible during the
sterilization of medical products, with
the limited use of respirators. As is the
case with EtO producers and
ethoxylators, the employer who
sterilizes medical products will have to
evaluate his or her operation on a case-
by-case basis to determine the
feasibility of control technology and the
need, if any, for respiratory protection.

The process for sterilizing spices is
essentially the same as that for
sterilizing medical products. Materials
to be sterilized are placed in gas-
permeable bags, bales, or containers
before being loaded into the chamber.
After sterilization,the product is
removed from the chamber and stored in
a holding area for at least 48 hours.
Because the process and sterilization
equipment and the available control
equipment used in this sector are similar
to those used for sterilizing medical
products, the JRB study concluded that
compliance with a I ppm TWA was
feasible for spice manufacturers (Ex. 6-
22).

Five spice manufacturers (Exs. 4-34,
11-47 11-49, 11-101, 11-141) and the
American Spice Trade Association
(ASTA) (Ex. 11-130) submitted
comments to OSHA. Only the ASTA
submittal commented on the feasibility
of a 1 ppm TWA.

Only six [spice manufactunng] firms were
contacted by JRB [in its feasibility study of
the EtO industry], and only 20 percent of the
six can meet a I part per million level. It

'would appear, therefore, that this is a totally

unsound basis for judging the industry, as
to its ability to comply with the

proposed regulation (Ex. 11-130).
However, the JRB study stated that:

All 8-hour TWA levels reported by
(the six responding spice manufacturing
firms) were below 5 ppm, and 20 percent (of
the exposure samples) were less than I ppm
(Ex. 6-22).

Thus, the information presented by
ASTA (Ex. 11-130) from the JRB report
does not refer to the ability of spice
manufacturing firms to meet the 1 ppm
TWA, but instead refers to current EtO
exposure levels in spice manufacturing
firms, as reported by4he firms
themselves to JRB. Two spice
manufacturing firms submitted cost
estimates to the docket for achieving a 1
ppm TWA (Exs. 11-49, 11-141). OSHA
believes that a 1 ppm TWA PEL is
feasible in the spice manufacturing
industry sector since these firms were
limiting exposure by using engineering
and work practice controls. In addition,
the similarity between the sterilizing
processes m the spice manufacturing
and the medical product manufacturing
industry sectors, where evidence shows
that 1 ppm is feasible, strongly suggests
that I ppm is feasible in the spice
manufacturing industry sector. OSHA
therefore concludes that the I ppm TWA
is technologically feasible in the spice
manufacturing industry sector with the
use of engineering controls and the
limited use of respirators.

Although the EtO sterilizers used in
hospitals are smaller than the industrial
sterilizers used by medical products
manufacturers and spice manufacturers,
the control of EtO exposures in hospitals
involves the same principles and types
of equipment used for industrial
sterilizers. However, as Roy testified,
the smaller size of hospital sterilizers
makes controlling EtO exposures in
hospitals generally easier than in
industries using large sterilizers:

In my work [with] sterilizers, ranging from
tabletop size to industrial size, I have found
the process [and] [t]he exposure
patterns are basically the same.

The size and scope of the problem, of
course, varies with the size and scope of the
operation-more gas, bigger sterilizers, bigger
problems; less gas, smaller sterilizers,
generally a smaller problem in terms of total
exposure (Tr. 240).

In addition, Robert Kramer stated that
* * [u]sing a continuous purge cycle

or a post-vacuum continuous purge* * [hospitals] can readily achieve a 1
ppm standard" (Tr. 201).

Several hospitals submitted exposure
data indicating that they are currently
achieving the 1 ppm TWA (Exs. 4-6, 11-
5, 11-20, 11-35, 11-37 11-38, 11-40, 11-

60, 11-77 11-85, 11-87 11-97 11-100, 11-
132, 11-156, 99). A hospital survey report
submitted by the Council Shared
Services, Hospital Council of Southern
Califorma (HCSC) (Ex. 11-122), showed
that 62.9 percent of 426 EtO site surveys
conducted in 123 hospitals (August 1978
through March 1983) showed EtO
exposure lower than an 8-hour TWA of
I ppm In a second set of surveys taken
by the Council from March 1982 through
March 1983, 75 percent of 148 site
surveys taken in 86 hospitals showed
EtO exposures below I ppm (Ex, 11-
122). Malcolm Ridgeway, Director of
HCSC, further testified that 50 site
surveys conducted using passive
dosimeters showed that "' * * 88
percent of sites that we now survey
show levels below one part per million

* *" (Tr. 1336).
The results of a survey conducted by

the American Hospital Association
(AHA) (Ex. 11-115) indicated that 40
percent of 451 hospitals contacted to
provide exposure data reported EtO
exposures of 1 ppm or less as an 8-hour
TWA.

Despite the fact that many hospitals
report that they are currently meeting a
I ppm TWA, some commenters state
that extensive facility modifications
would be required to achieve I ppm
(Exs. 4-45, 11-111, 11-127). Gordon E.
Whitaker and Collette Keyser, co-
chairpersons of the Association for the
Advancement of Medical
Instrumentation (AAMI), commented
that:

Compliance will be difficult for most
hospitals, but especially for the smaller, older
and not-for-profit institutions. Older
institutions may require major modifications
in area ventilation and the installation of
dedicated exhaust systems. Even the more
modem institutions will need time to
formulate plans for needed ventilation
changes and then to implement these plans to
comply with a I ppm PEL. (Ex. 11-127).

Although the installation of new and
retrofitted ventilation systems may be
required to achieve the I ppm TWA In
some older hospitals, OSHA believes
,that such modifications can be made
without renovation or restructuring of
existing facilities. On this point, Peter
Roy testified as follows:

Those that argue against the
feasibility or practicality of the installation at
local exhaust systems in hospitals are
(thinking of) facilities where there are.,remote" sterilizers * (e.g.) far from the
roof or from an outside wall * *

Although so-called ' remote
locations may be inconvenient, they are
certainly not impossible (for the purposes at
EtO control). Sterilization equipment in a"remote" central service area Is not In a
concrete box all by itself * Certainly.
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you can drill a hole through a concrete wall
and put m a duct. It's done all the time. (Tr.
223).

After reviewing the available
evidence in the entire record OSHA
believes that a TWA of 1 ppm is
technologically feasible in the sectors
that will be principally affected by the
final rule for EtO. The technologies to
achieve this level of control consist of
conventional equipment, such as forced
ventilation, closed-loop sampling
systems, pump seals, local exhaust, and
chamber purges, and widely accepted
work practices, such as leak detection,
delaying sterilizer unloading after
opening the door to permit off-gassing of
EtO, and training employees to stand
upwmd during tank car pulling, rather
than pushing the cart loaded with
sterilized goods. As discussed above,
these technologies and work practices
are already in use by firms in each of
the sectors studied, and have permitted
many facilities to achieve compliance
with the 1 ppm TWA mandated by the
final rule.

Feasibility of Monitoring a 1 ppm TWA
and 0.5 ppm Action Level

Many commenters addressed the
availability and accuracy of feasible
methods to measure employee
exposures to EtO (Exs. 4-20, 4-24, 4-28,
11-54,11-65,11-74,11-76,11-101,11-
127 11-133,11-141,11-147 37 75, 109,
142,146,151). These commenters raised
five issues regarding monitoring:

* Ability to measure concentrations
of lppm as an 8-hour TWA.

a Accuracy of monitoring methods.
* Field validation of monitoring

methods.
* Inability to measure concentrations

below 1.0 ppm accurately.
e Length of time to obtain monitoring

results.
Each of these issues is discussed

below.
Several commenters stated that the

currently available methods for
monitoring employee exposures to EtO
were not capable of detecting
concentrations of EtO at 1 ppm (Exs. 4-
35,11-18, 11-21). For example, Robert R.
Everett Executive Vice President of
Louise Obici Memorial Hospital in
Suffolk, Virginia (Ex. 1-1-21), stated:

We know of no way of deternuning
compliance at the 0.5 and I part per million
standard. Our monitorng equpment will not
detect that small an amount, nor will (other)
equpment that we have been able to find on
the market.

However, information submitted to
the docket shows that there are at least
six sampling and analytical methods
that have limits of detection sufficiently

low to measure 8-hour TWA exposure
and action levels. Of the six methods
listed below, three are reported to be
able to detect I ppm as an 8-hour TWA
within the ±25 percent and 0.5 ppm as
an 8-hour TWA within the ±35 percent
accuracy limits specified by the
standard: the OSHA method, the Qazi/
Ketcham method, and the DuPont Protek
passive dosimeter.

OSHA's method So has a limit of detection
of 0.01 ppm and a reliable detection limit of
0.05 ppm (Tr. 222).

The NIOSH method is a modification of the
OSHA method and has a limit of detection of
0.027 ppm (Tr. 325).

The Qazi/Ketcham method has a limit of
detection of 0.25 ppm. has been validated
over the range of 0.5 ppm to 50 ppm (Ex. 11-
133), and is used routinely to measure 1 ppm
(Exs. 4-24.4-28% 11-54.11-70).

The Miran infrared specirophotometcr. a
direct reading instrument. is capable of
detecting I ppm (F.m. 11-73.11-79).

The 3M model 3550 passive dosimeter has
a limit of dEtection of 0.25 ppm (EPs. 4-,.0,
136).

The DuPont ProTek passive dosimeter has
a limit of detection of 0.25 ppm (Exs. 11-67.
11-65A, 169).

Each of the above methods is capable
of measuring the I ppm TWA. All of the
methods except the Miran infrared
spectrophotometer are capable of
measuring the 0.5 ppm action level. The
Qazi-Ketcham method, for example, is
capable of detecting 0.25 ppm when
used to measure an 8-hour TWA. This
method has been validated at a flowrate
of 20 cc per minute for 6 hours, 40
minutes samples and 500 cc per minute
for 15 minute samples (EL 11-133).

Several commenters (F%s. 11-76,11-
127,11-133) noted that the standard
OSHA method is mconvement to use
because it requires frequent charging of
charcoal tubes during an 8-hour
sampling period. For example, William
F. Kirchoff, senior attorney for Warner
Lambert Company (fEx. 11-76), stated
that:

Since the recommended total air volume
(that must be collected) is 1.0 liter at a flow
rate of 0.05 liter per minute, samplin2 tubes
would have to be changed every 20 minutes.
This would greatly increac3 the nunber of
samples taken per operator durir the courage
of full shift sampling.

However, to overcome this problem, the
NIOSH method uses a larger charcoal
tube than the OSHA method, and the
NIOSH method has also been validated
to I ppm [Tr. 219, 325). In addition, the
Qazi.Ketcham method, the DuPont
ProTek badge, and the 3M passive
dosimeter are reported to be able to
measure c9ncentrations at the I ppm
TWA and 0.5 ppm action level (Exs. 4-
20, 11-65, 11-65A, 11-113, 109,146).

Several commenters (Exs. 4-28,11-54,
11-65,11-74, 75] questioned the ability
of available monitormn methods to
achieve the accuracy requirements
specified by the standard (±t 25 percent
at the 95 percent confidence level for the
0.5 ppm action level]. Referring to
OSHA's proposed accuracy
requirements, HIMA (Ex. 11-74) states
that "Such levels of accuracy cannot be
achieved in practice * * " However,
OSHA received much information
showing that the required level of
accuracy can be achieved with several
of these monitoring methods (Exs. 11-65,
11-105.11-133,37 103, Tr. 222].
Information submitted by DuPont (E.
11-65] shows that the DuPont ProTek
passive dosimeter had an overall system
accuracy of ±13.5 percent. The OSHA
method 30 has been validated at a
concentration of I ppm and has been
shown to be accurate to :U3 r'ant
(Ex. 37, Tr. 222). Charles P. Elah5us,
Vice President, of Environmental.
Health and Safety for PPG Industries,
states that "laboratory evaluations of
charcoal tube samples have reported
accuracies at I ppm of -25% and 0.5
ppm ±35% under optimal conditions"
(E-L 11-103).

Union Carbide (11-133) has performed
tests to determine the accuracy of the
Qazi/Ketcham method and concluded-
"OSHA has specified that the EtO
sampling and analytical methods must
meet the follovmg accuracy
requirements at the 95% confidence
level: ±25 at the PEL and ±35% at the
action level. Under controllad
laboratory conditions, the Qai/
Ketcham method appears to meet
(OSHA's) accuracy requirements"
DuPont has also tested the Qam/
Ketcham method (Ex. 11-65,109) and
found an accuracy of ±25.9 percent for
the method m one validation test and
d:79.2 percent in another validation test.
The first validation test included results
of -1 samples of airborne concentrations
rangimg from 4 to 8 ppm. The second
validation test involved results from
unreplicated samples taken at each of
six concentrations ranging from 0.25
ppm to 10.7 ppm. However, the results of
the second validation test are likely to
have been compromised by the inclusion
of two samples that vere at or near the
lower limit of detection for the Qazi/
Ketcham method. OSHA therefore
believes that DuPant's estimate of an
accuracy of 253 percent for the Qazi!
Ketcham method is a more reasonable
assessment of the method's
performance.

Union Carbide's comments (EL 11-
133) were typical of those of several
commenters (Exs. 4-28,1-49,11-54,11-
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65, 11-74, 11-101, 11-130, 11-141, 11-147
75) who expressed doubt that
monitoring methods could achieve their
rated accuracies under actual field
conditions. Union Carbide (Ex. 11-133)
stated that:

*Considerable analytical experience
and expertise is required to perform the
(Qazi/Ketcham) method. Even within Union
Carbide, only industrial hygiene laboratories
with considerable experience have been able
to duplicate the validation data* Thus,
while the method is the best we know of, it
may be difficult to meet the accuracy
requirements of OSHA under field conditions
and in inexperienced laboratories.

However, evidence (Ex. 11-133) that
some industrial laboratories within
Union Carbide have been able to train
their personnel to achieve the required
accuracy indicates that the skills
necessary for accurate determination of
EtO concentrations can be learned.
Although the method is difficult to use,
OSHA is confident that with strict
adherence to the published methods and
adequate training of laboratory and
industrial hygiene technicians, the skills
enabling technicians to measure EtO
concentrations accurately will be
acquired following promulgation of the
final standard.

Many commenters (Exs. 11-54,11-74,
11-101, 11-133, 11-141, 74, 153) stated
that none of the currently available
sampling and analytical methods for
measuring employee exposures to EtO
have been field validated. In addition,
specific questions regarding field
validation of the OSHA and NIOSH
methods were raised during the hearing
(Tr. 216, 327). DuPont (Ex. 109) provided
a definition of field validation
procedures:

A new analytical and sampling
method* (is) field tested and validated
against the most commonly used independent
monitoring method once that method has
been validated in the laboratory under
expected field conditions and shown to be
precise and accurate. Few methods have
been tested in this manner.

Samuel Tucker, Research Chemist
from NIOSH (Tr. 330) confirmed that".* *for (field) validation, one must
have an independent method of
analysis." At the present time, OSHA
knows of no independent EtO
monitoring method that has been tested
under field conditions that could be
used as a reference method against
which new sampling and analytical
methods for EtO could be validated.
Until a method is tested and accepted
by an independent organization such as
the American Society of Testing
Materials (ASTM) Committee D22, new
methods cannot be field validated.

However, as Ronald Freking, Director
of the Orgamc Division of OSHA's
Analytical Laboratory in Salt Lake City
emphasized, the sampling and analytical
methods used for most OSHA-regulated
chemical substances have not been field
validated (Tr. 229). Further, Mathew
Gillen, Industrial Hygiene Consultant for
the Workers Institute for Safety and
Health, observed that "field validation
is something that's desirable but isn't
absolutely necessary for enforcement
purposes" (Tr. 230).

Commenters (Exs. 11-49, 11-101, 11-
130, 11-141, 11-147) from the spice
manufacturing industry sector indicated
that they believed field validation was
especially necessary in their industry
because of the number of chemicals in
their workplaces that might interfere
with the validity of monitoring results.
For example, ASTA (Ex. 11-130) stated
that:

Since our primary reason for existence as
an industry hinges on the presence of
numerous volatile components and the very
atmosphere of our production facilities can
contain many of these chemicals, we submit
that the possibility of interference by volatile
chemicals in current measurement
capabilities can be substantial.

However, OSHA has determined that
the currently available and commonly
used EtO sampling and analytical
methods have been tested for
interferences. For example, Union
Carbide reported that a wide variety of
chemical substances do not interfere
with the (Qazi-Ketcham) analytical
procedure (Ex. 11-133). These chemicals
are different from EtO In terms of
molecular weight, polarity, and other
chemical characteristics, which means
that they also have different residence
times in the chromatographic columns
used to analyze them. OSHA believes
that the high molecular weight aromatic
compounds that lend flavor and odor to
spices are also likely to have residence
times that are readily distinguishable
from that of EtO.

Although several commenters (Exs.
11-65, 11-133, 37 109, Tr. 222) provided
laboratory validation data
demonstrating the accuracy of some of
these analytic methods at I ppm, no
commenters provided data
demonstrating the ability of these
methods to measure the 0.5 ppm level
with an accuracy of ±25 percent at the
95 percent confidence level. Therefore,
OSHA cannot demonstrate the
feasibility of monitoring alternative
TWAs of 0.5 ppm or lower within an
accuracy of ±25 percent. Howard
Kusnetz, Manager of Safety and
Industrial Hygiene for the Shell Oil
Company (Ex. 4-281, stated:

Standard analytical methods are available
for monitoring EO concentrations In the 1- to
20-ppm range. Should OSHA consider
reducing the permissible exposure level
below 1.0 ppm, the analytical methods would
require modification to provide the necessary
sensitivity.

Based on a careful review of the
evidence in the record of this
rulemaking, OSHA has determined that
it is feasible to measure airborne
concentrations of EtO at the 8-hour
TWA level with the accuracy required
by the standard's 8-hour TWA
provision. Further, the record indicates
that it is possible to measure the 0.5 ppm
action level within the accuracy range
required by the standard. However, the
evidence indicates, and OSHA finds,
that it is not feasible to measure EtO
concentrations under field conditions,
within the limits of error specified in this
standard, at levels below the 1 ppm
TWA and the 0.5 ppm action level.
Notification of Monitoring Results

The proposals requiremnt to notify
employees of monitoring results within
10 days from the employee's receipt of
monitoring results was questioned by
some commenters (Exs. 11-25, 11-74,
142). For example, John Kuchta, Vice
President and General Counsel of the
Kendall Company (Ex. 142) stated that:

* the proposed regulation requires that
employers provide employees with the results
of all EtO personal monitoring within 10
days. This proposal is unreasonable and
unrealistic in light of the fact, that in order to
comply with other provisions of this standard
requiring accurate testing, the samples must
often be forwarded to outside laboratories for
evaluation and analysis. Experience has
shown that this testing requires, at a
minimum, three to four weeks.

OSHA did not intend the 10-day
period-specified in the proposal's
notification of monitoring results
provision to apply to the interval
between monitoring and notification,
but to the period between the receipt of
monitoring results by the employer and
notification of the employee. As written,
this requirement would permit
employers to send their monitoring
results to outside laboratories for
analysis. OSHA believes that clarifying
the intent of this provision will prevent
misinterpretation of this provision In the
future.

Another commenter objected that the
10-day interval between the employer's
receipt of results and notification of
employees was too short, For example,
Charles P Blahaus, of PPG Industries,
Inc. (Ex. 11-105), stated that additional
time for employee notification of
monitoring results would be required to
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"allow the employee's work shift to be
rotated to where he could be contacted
by day supervision and medical
personnel * * * "

OSHA agrees with this argument, and
has therefore extended the time for
employee notification of monitoring
results to 15 days after receipt of
monitoring results. OSHA believes that
15 days will allow sufficient time for an
employee who is monitored on the day
shift to be rotated back to the day shift.

Based on the evidence m the entire
record, OSHA has determined that a 1
ppm TWA is technologically feasible.
The technologies, methods, and work
practices are commonly known and
presently used by firms in the affected
industry sectors. OSHA has also
determined that it is technologically
feasible to accurately monitor a 1 ppm
TWA and a 0.5 ppm action level within
the parameters set forth m the standard.

Although the record in this rulemaking
does demonstrate that most operations
in most facilities can be expected to
achieve 8-hour exposure levels of 1 ppm,
OSHA cannot demonstrate that most
facilities could reliably achieve.
compliance with an 8-hour TWA (and
its accompanying action level) set at a
level below 1 ppm.

EnvironmentalAssessment-Finding of
No Significant Impact

On April 21,1983, OSHA published a
notice of proposed rulemaking (NPRM)
for occupational exposure to ethylene
oxide (EtO] (45 FR 17284-17319). At that
time, OSHA also published an
environmental finding of no significant
impact. OSHA has reviewed the docket
and has received no additional
information on any potential
environmental effects of the standard as
a result of the public hearing, or as part
of the posthearing comments. In
addition, OSHA has reviewed the final
EtO standard in accordance with
requirements of the National
Environmental Policy Act (NEPA] of
1969 (42 U.S.C. 4321 et seq.], the
provisions of the Council on
Environmental Quality (CEQJ (40 CFR
Part 1500), and OSHA's DOL NEPA
Compliance Procedures (29 CFR 11). As
a result of the Agency's review, and
based on the information contained in
the preamble of tlus notice, the
Assistant Secretary has determined that
the promulgation of the rule will have no
significant effect on the quality of the
human environment external to the
workplace in terms of air, water or soil
quality, plant or animal life, or land or
energy use.

VIII. Summary and Explanation
The following sections discuss the

individual requirements of the EtO
standard. The sections include an
analysis of the record evidence and the
reasons underlying the adoption of the
various provisions of the standard. The
final standard contains a permissible
exposure limit for EtO of 1 ppm as an 8-
hour TWA. Engineering controls, work
practices, and respirators are required
where necessary to reach the PEL's, and
written compliance plans must be
developed. Engineering controls must be
completed within 12 months from the
effective date of the standard. Several
provisions of the standard, including
those on exposure limits, respirators.
emergencies, medical surveillance,
labels and signs and recordkeeping have
been revised and clarified as described
in detail below.

The language of the standard and the
order of the various provisions are
consistent with the drafting in other
recent OSHA health standards, such as
the arsemc final standard (43 FR 19584),
and the acrylonitrile final standard (43
FR 45762). OSHA believes that a similar
style should be followed from standard
to standard to facilitate uniformity of
interpretation of similar provisions.
Section 6(b)(5) of the Act states that
health standards shall also be based on
"experience gained under this and other
health and safety laws."

Paragraph (a) Scope and Application

The standard applies generally to all
occupational exposures to EtO.
However, depending on the nature and
the extent of the exposure, certain
provisions of the final standard may
become inapplicable or may have
limited applicability.

The standard applies to any
workplace where exposures to EtO may
be found except those workplaces
exempted by paragraph (a)(2). The
applicability of several of the provisions
of the standard is based on the results of
the initial monitoring conducted by the
employer or on the availability of other
objective data concerning employee
exposures or product characteristics.

The final standard contains the same
exemption as proposed. Paragraph (a](2)
excludes workplaces that process,
handle or use products containing EtO
where objective data show that the
product cannot release EtO at or above
the action level. The criterion for
exemption under paragraph (a](2)
requires objective data that show that
the material is incapable of releasing
airborne EtO at or above the action
level under the expected conditions of
processing, handling or use that would

cause the greatest possible EtO release.
OSHA anticipates that the primary
producers and intermediate processors
of EtO-contaming products will be in the
best position to test their products and
to supply the necessary objective data
on the levels of EtO likely to be released
by the product to downstream users of
the EtO containing material. The final
standard does not require downstream
employers to generate their own
objective data on the EtO levels likely to
be released from a product if they can
obtain it from producers or other
processors. However, as required by
paragraph (k(1) of the standard, the
employer must document that this
information appropriately supports the
exemption, and the employer must
maintain a record of this information.

In addition, employers may
demonstrate that their employees'
exposures are below the action level by
using historical monitoring data, i.e.,
monitoring results for these employees
obtained within a one-year period
preceding publication of this final rule.
When employee exposures can be
demonstrated, by means of such
objective data, to fall below the action
level trigger for many provisions of the
standard, employers can use these data
to satisfy the initial monitoring
requirements of paragraph (d)(2llii) of
the standard. This alternative to initial
monitoring is discussed in greater detail
in the monitoring section below.

Some participants suggested specific
exemptions for their industries. For
example, representatives of an airline
company (Ex. 11-117) performing
infrequent fumigation of aircraft and
representatives of the construction
industry (Exs. 11-2.11-7,11-11) who
claimed EtO is not found in construction
operations asked for special exemption.
OSHA believes, however, that
employees should be protected even
where EtO is used very infrequently.
especially gwen the adverse health
effects potentially associated with
intermittent EtO exposure. For example,
it is possible that construction workers
could be exposed to EtO during
construction activities in or around
medical facilities.

Moreover. OSHA notes that the final
rule has been structured so that any
compliance burden imposed by the
standard is related to the extent and
duration of the employee exposures in
an employer's workplace. One provision
(medical surveillance) applies only to
workplaces having EtO levels at or
above the action level for more than 30
days per year, while other requirements,
such as periodic monitoring, annual
medical examinations, and labeling,
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apply only to workplaces having
exposures at or above the action level.
OSHA therefore does not believe that
any significant compliance burden is
placed on employers who either do not
use EtO or who have workplaces where
employee exposures are below the
action level. OSHA also notes that the
Construction Advisory Committee on
Occupational Safety and Health
-(CACOSH) voted at its meeting on May
23 and 24, 1983, to have the construction
industry covered by the EtO standard.

Paragraph (b) Definitions

In the final standard, the definitions of
"Director," "Authorized person,"
"Assistant Secretary," and "Ethylene
oxide" remain unchanged from the
proposal.

The definition of an "action level" as
an airborne concentration of 0.5 ppm (8-
hour time-weighted average) also
remains unchanged from the proposal.
An action level is an exposure limit
above which some provisions, such as
monitoring and medical surveillance,
apply, and below which fewer
provisions apply. The action level may
have the effect of providing an incentive
for employers voluntarily to reduce
exposures to below the action level
where possible. However, employers are
not required to achieve this exposure
level.

Many participants supported the
action level concept and suggested that
a 0.5 ppm action level would be an
appropriate level, given a 1.0 ppm TWA
(Exs. 11-25, 11-77 11-90, 11-143, 129).
For example, Vicki L. Martin,
Environmental Attorney for Dow
Cornig Corporation, stated that:

Dow Coming strongly supports the concept
of an "action level" as a means to focus
surveillance and monitoring efforts to those
work situations where significant exposure is
likely to occur;, and to relieve those
employers of these more burdensome
obligations if actual monitoring data shows
they are unnecessary. The 0.5 ppm actions
level appears appropriate (Ex. 11-143).

As noted by Martin, one purpose of the
action level is to lessen any burden on
employers by providing a cut-off point
for many of the compliance activities
required by the standard. If, on the basis
of initial monitoring results or other
objective data, employee exposures are
found to be below the action level, the
employer would be permitted to
discontinue monitoring (as specified by
paragraph (d)). Periodic medical
examinations would also not be
required for these employees. The action
level thus provides an objective means
for an employer to determine what
provisions of the standard apply.

Use of an action levelalso improves
workers protection while increasing the.
cost-effectiveness and performance
orientation of the standard. Employers
able to achieve exposure conditions
below the action level willbe
encouraged to maintain this status to
reduce their monitoring and medical
surveillance expenses. At the same time
their employees will be further protected
because their exposures will be less
than half of the TWA. Where it is not
feasible to reduce exposures below the
action level, employees will continue to
receive the protection afforded by
regular exposure monitoring and
periodic medical surveillance.

Some commenters (Exs. 11-5,11-83,
11-125) argued that achieving the action
level should not be reason for allowing
employers to discontinue routine
monitoring of employees. For example,
Merry K. Holthof, Central Service
Supervisor for the Grand Rapids
Osteopathic Hospitals, observed:

-[It is necessary for some type of
periodic monitoring to be conducted to insure
that the levels of Ethylene Oxide are
remaining at the action level. There are
variable factors * ' thatmay have an
effect on the levels of Ethylene Oxide
(including) equipment breakdown or new
employees * OSHA (should) set down a
recommendation for periodic monitoring to
insure that the level of EtOremains at the
action level [Ex. 11-125).

The rationale for setting an action
level has been discussed in connection
with several other OSHA health
standards. (See, for example, inorganic
arsenic, 1910.1018(b); vinyl chloride,
1910.1017(b); and acrylonitrile,
1910.1045(b)). In brief, although all
employee exposure measurements on a
given day may be below the TWA, it is
possible that on days when no
measurements are taken, an employee's
actual exposure may unknowingly
exceed the TWA. Similarly, where
employee exposure measurements are
above one-half of the TWA (i.e., the
action level), the employer cannot be
confident that his employees may not, at
some time, beexposed above the TWA
(Ex. 6-26). However, requiring periodic
exposure monitoring when exposures
are above the action level does permit
the employer to have confidence that
employee exposures are in fact below
the TWA when monitoring data so
indicate.

It'is noted here, however, that even if
the employer has controlled exposures
to below the action level, paragraph
(d)(5) of the final rule requires
reinstitution of exposure monitoring"when there hasbeen a change in the
production process, control equipment,
personnel or work practices that may

result in new or additional exposures to
EtO or when the employer has any
reason to suspect that a change may
result in new or additional exposures."

The definition of "employee
exposure" incorporates the proposed
language which specified that employee
exposure means that exposure which
would occur if the employee were not
using a respirator and that employee
exposure measurements are to be made
without regard to the use of respiratory
protection. Several commenters took
issue with this definition, contending
that breathing zone sampling does not
reflect the actual exposure of an
employee who is being protected by a
respirator. Although this statement may
apply in certain circumstances, It
overlooks the fact that exposure
monitoring is not a single-purpose
activity. It is necessary to know
employee exposure levels without the
use of respiratory protection to evaluate
the effectiveness of the required
engineering and work practice controls
and to determine whether additional
controls must be instituted. In addition,
monitoring is necessary to determine
which respirator, if any, must be used by
the employee, and it is also necessary
for compliance purposes.

The potential health effects
associated with high EtO exposures
have necessitated the adoption of
provisions dealing with emergency
situations where unexpected significant
releases of EtO may occur. The proposal
defined "Emergency" as "* * * an
unexpected massive release of EtO."
However, the meaning of the term"massive" could be confusing and might
be difficult to define for enforcement
purposes, as pointed out by several
commenters (Exs. 11-145, 44, 103, 142,
Tr. 364). This is particularly true since
EtO is a gas, which means that even"massive" releases would not cause
visible leaks or spills. In addition, ItO's
warning properties are poor, since levels
as high as 700 ppm are reqtured before It
has a noticeable odor.

The industrial uses of EtO could give
rise to several types of emergencies, but
many of these are already covered by
existing OSHA standards. For example,
emergency situations that could result In
an explosive mixture of EtO are
addressed in 29 CFR 1910.100, and those
that could result in skin burns are
regulated under 29 CFR 1910.132.
Situations that cause chronic health
effects are covered by the PEL provision
of the final EtO rule. The emergency
situations that OSHA is concerned
about preventing with this emergency
situation provision are those having the
potential to produce ecute toxic effects
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among inadvertently exposed
employees. The acute toxic effects of
concern are short-term and reversible
effects such as eye or respiratory
irritation, skin rashes, headache, nausea
and dizziness.

To clarify that the intent of this
provision is to protect employees from
unexpected and substantial releases of
EtO, OSHA has defined "Emergency
Situations" as "an occurrence such as
but not limited to equipment failure,
rupture of containers, or failure of
control equipment that may result m an
unexpected significant release of EtO."
Quantities of EtO sufficient to produce
acute toxic effects in exposed
employees would constitute such an
emergency. Although individual
variability among workers makes it
difficult to quantify with precision what
EtO levels may cause acute toxic
effects, acute effects may be expected to
occur from exposures resulting from the
rupture of a flange, valve or pump seal,
failure of a check valve on an EtO tank,
or failure of a ventilation system over a
sterilization chamber or liquid sampling
station.

Paragraph (c) Exposure Limits

In the final rule for EtO, OSHA has
revised the permissible exposure limit
for EtO by amending the current 50 ppm
standard contained m 29 CFR 1910.1000,
Table Z-1, for all affected industry
sectors. The final standard sets an 8-
hour time-weighted average (TWA) limit
of 1 ppm m paragraph (c) of § 1910.1047
The basis for promulgating this exposure
limits is discussed below.

Permissible Exposure Limit

As discussed in the risk assessment
section above, OSHA concludes that
occupational exposure to Eta presents
an excess cancer risk of 634 to 1,093
deaths per 10,000 employees exposed at
the current OSHA limit of 50 ppm
(TWA). The final rule, which sets an 8-
hour TWA of 1 ppm, will achieve a 98
percent reduction in cancer mortality
risk, for an excess of 12 to 23 deaths per
10,000 employees. OSHA believes that
the remaining risk at the 1 ppm limit is
still significant, but that the I ppm limit
reduces the risk to the extent feasible.
Most rulemaking participants
commenting on the PEL agreed that
revision of the current PEL was
necessary, and many commenters
agreed that a 1 ppm PEL was
appropriate (Exs. 2-11,4-21, 4-26,4-41,
11-25,11-38,11-47 11-57 11-69, 11-71,
11-74,11-77 11-98, 36, 89). The
significance of the risk associated with
the existing EtO standard has been
acknowledged by employers, who have
reacted to information regarding the

potential health effects of EtO by
voluntarily reducing exposure among
their employees, as noted above in the
Summary of Technological Feasibility.

As discussed in other sections of this
preamble, OSHA is confident that an 8-
hour TWA of 1 ppm is technologically
feasible in the sectors that will be
principally affected by the final rule for
EtO. The technologies necessary to
achieve this level of control consist of
conventional equipment and widely
accepted work practices. These
technologies and practices are already
in use by firms in each of the affected
sectors, and have permitted many
facilities to achieve the I ppm level
mandated by the final rule. In addition,
OSHA has determined that sampling
and analytical methods are available to
detect an airborne concentration of I
ppm EtO (8-hour TWA) within the .25
percent accuracy requirement set forth
by paragraph (d)(6) of the final rule.

The final rule also includes an action
level of 0.5 ppm (8-hour TWA) with less
stringent accuracy requirements for
sampling and monitoring. Where it is
feasible to do so, OSHA believes that
many employers will choose to achieve
the action level with engineering and
work practice controls, in order to
provide additional employee protection
and to reduce their compliance
expenditures.

OSHA is reserving decision today on
the question of whether the standard
should contain a STEL. OSHA takes this
action largely in response to
reservations expressed by the Office of
Management and Budget (OMB) to STEL
provisions in the draft final standard
delivered by OSHA to OMB pursuant to
Executive Order 12291. OSHA concurs
that these matters are important and
merit further consideration. OMB's
comments have been entered into the
docket of this rulemaking. Fx. 162 OMB
has raised questions concerning:
-Quantification of the risk avoided by

issuance of the STEL,
-The appropriateness of relying on

studies by Hemminki, Yager, and
Johnson & Johnson as partial support
for the issuance of a STEL,

-A decision by ACGIH not to
recommend a STEL for EtO; and

-The economic and technical
feasibility of a STEL without the use
of respirators.
To develop the fullest possible

administrative record, both OSHA's
draft final standard and OMB's
comments will be submitted to a number
of scientifically qualified peer reviewers
for comment, analysis, and criticism.
The peer reviewers will file statements
to be placed in the public docket.

Public comment on the statements
filed by the peer reviewers and the
issues raised by OMB will be solicited
in a Federal Register Notice to be
published in approximately 30 days. A
reasoned decision by OSHA on the
STEL will be published by OSHA in the
Federal Register in about six months.

OSHA notes that the standard does
not require installation of engineering
controls until one year from the effective
date of this rule. A decision on these
STEL issues will be made well in
advance of that compliance deadline.

OSHA anticipates that, if the process
described above results in adoption of a
STEL with a feasible engineering control
compliance requirement, the deadline
for installation of the engineering
controls required by the STEL vill be a
year from the effective date of this
standard-the date by which feasible
engineering controls must be installed to
reduce exposure to 1 ppm 8 hour TWA.

The PEL for EtO has been set at 1 ppm
because OSHA believes that thls new
exposure limit will substantially reduce
the significant risk associated with
current Eta exposures and that the 1
ppm level is feasible for most operations
in most workplaces that use EtO.

Paragraph (d) Exposure Monitorng

Section 6b)(7) of the Act (29 U.S.C.
665) madates that any standard
promulgated under section 6(b) shall,
where appropriate, "provide for
monitoring or measuring of employee
exposures at such locations and
intervals, and in such a manner as may
be necessary for the protection of
employees." The primary purpose of
monitoring is to determine the extent of
employee exposures to EtO.

Exposure monitoring informs the
employer whether the employer meets
the obligation to keep employee
exposures below the 8-hour TWA
exposure limit. Exposure monitoring
also permits the employer to evaluate
the effectiveness of engineering and
work practice controls and informs the
employer whether additional controls
need to be installed. In addition, Section
8(c)(3) of the Act (29 U.S.C. 657(c)(3))
requires employers to notify promptly
any employee who has been oris being
exposed to toxic materials or harmful
physical agents at levels that exceed
those prescribed by an applicable
occupational safety or health standard.
Finally, the results of exposure
monitoring are part of the information
that must be supplied to the physician.
and these results may contribute
information on the causes and
prevention of occupational illness.
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Paragraph 1d) of the final rule contains
the standard's requirements related to
the monitoring of employee exposure.
These provisions are essentially
unchanged from the proposal, with one
exception. The language of paragraph
(d)[l)(iij concerning the term"representative monitoring" has been
simplified in response to comments
received into the record.

The final rule contains an 8-hour
TWA permissible exposure limit and an
action level that acts to alert employers
of cases where existing exposures are
approaching the PEL. The
interrelationship among these three
exposure levels determines the
frequency at which employers are
obligated to monitor employee
exposures. There are three possible
exposure scenarios that will determine
the frequency of-monitoring required.
The table belowlists these three
exposure scenarios, along with the
monitoring frequency for each.

Exposure scenano Recu-ed monoang activity

Below the acion level .....- No monitonng required.
At or above the action level, Monitor exposures 2 times

but at or below the TWA. per year.
Above the TWA... . Monitor exposures 4 times

per year.

As is shown by the table above, the
action level trigger largely determines
whether employers must monitor
employee exposure to EtO.

Under the two possible scenarios
where the action level is exceeded, the
employer must monitor employee
exposures. The frequency required for
monitoring such exposures is
determined by whether the action level
or PEL is exceeded.

The monitoring provisions contained
in the proposed standard were
addressed by a large number of
commenters: two major issues were
discussed. First, many participants
commented that sampling and analytical
methods were iot available for
measuring EtO with the accuracy and
precision required by the proposal (Exs.
4-20, 4-24, 4-28, 11-27, 11-54,11-65,11-
74, 11-76,11-133, 11-141,11-142, 11-146,
11-147 11-151, 37 109). Second,
commenters addressed the
specifications Tor monitoring frequency
contained inthe proposed standard
(Exs. 11-25,11-38, 11-48,11-57, 11-74,
11-125, 11-133).

The availability and feasibility of
monitoring methods to measure
exposures to EtO accurately and
precisely were demonstrated by
evidence in the record, which is
discussed in the Summary of Economic
Impact and Regulatory.Flexibility
Analysis section of the preamble. In that

section, OSHA concluded that there are
at least three currently available
methods that have sufficiently low limits
of detection to measure EtO with the
accuracy specified by the standard (at
the 95 percent confidence level, ±25
percent at the I ppm TWA, and ± 35
percent at the 0.5 ppm action level).

Several commenters requested that
OSHA not specify a frequency for
monitoring employee exposure levels
(Exs. 11-25, 11-57 11-74,11-133, 11-
141). For example, G.J. O'Rourke,
Engineering and Technical Manager for
SunOlin Chemical Company, stated:

We believe there is no need to have a rigid
schedule for monitoring. The schedule should
merely require employers to monitor
according to a plan, vhichlwhen]
implemented, shows compliance (Exs. 11-25].
The EOIC also addressed this point:

The EOIC believes that the precise
frequency of monitoring should not be

,specified by OSHA. Instead, OSHA should
leave the frequency of monitoring to the
judgment of industrial hygiene experts and
should only require that monitoring be done
according to a written plan that, if
implemented will adequately demonstrate
that the employer is in compliance with the
PEL (Ex. 11-57).

However, OSHA believes that the
monitoring frequency specified in the
final standard is a minimal requirement,
and that many employers will wish to
conduct more frequent monitoring to
ensure employee protection and
compliance with the standard. Clearly,
the more frequent the measurements, the
greater the reliability of the resulting
employee exposure profile. In addition,
periodic measurement is appropriate
when employee exposures are at or
above the action level, because
relatively minor changes in the process,
materials or environmental conditions
might increase the airborne
concentration of EtO to levels above the
standard's PEL.

Several commenters who -submitted
information to the docket supported
OSHA's requirement for monitoring
every'6 months if EtO levels were at or
below theTWA and every 3 months if
the TWA was exceeded (Exs. 11-38, 11-
125). For example, Brian J. Kuske and
Deloa Pitt, of St. Mark's Hospital in Salt
Lake City, stated:

St. Mark's Hospital has concluded that
(mjonitoring of the environment can be

accomplished on a regular basis and
recommends a numunum of twice a year

(Ex. 11-38).
Merry K. Holthof, Central Service
Supervisor for the Grand Rapids
Osteopathic Hospital, commented:

I feel that OSHA needs to ' * set down a
recommendation for periodic monitoring to

ensure that the level of EtO remains at the
action level. I personally feel that monitoring
should take place every aix months for this
purpose. This would also help avoid
employer complacency regarding this Issue. It
is unfortunate, but also realistic, that rules
and regulations are necessary to keep
standards high (Ex. 11-125).

The final rule does not require
periodic monitoring and measurement
for the TWA when initial monitoring
data reveal exposures below the 0.5 ppm
action level because exposures below
the action level provide a margin that
makes it unlikely that minor changes in
processes, materials or environmental
conditions will result in exposures
above the PEL.

However, the standard requires that
whenever there has been a production,
process, or control change that may
result in new or additional exposures to
EtO, or whenever the employer has any
other reason to suspect an increase in
employee exposures, the employer shall
again initiate the required monitoring for
those employees affected by such a
change or increase.

The final standard also provides that
an employer may discontinue periodic
monitoring for those employees for
whom two consecutive measurements,
taken at least 7 days apart, show
exposures to be below the action level,
Where employee exposure
measurements are at or below the PEL
but are at or above the action level, the
employer may alter the monitoring
schedule for those employees from
quarterly to semiannually if two
consecutive measurements, taken at
least 7 days apart, confirm this
reduction in levels.

As previously discussed, Section
8(c)(3) of the Act (29 U.S.C. 657(c)(3))
requires employers to notify promptly
any employee who is exposed to levels
in excess of the PEL. The final EtO
standard requires the employer to notify
each employee in writing of that
employee's measurement within 15
working days after receipt of the results
of any measurements required under
paragraph (d) of the standard, whether
exposure measurements were above or
below the PEL.

The final standard, like the proposal,
does not require a specific monitoring
procedure to be used but does include a
performance requirement for the method
chosen. OSHA recognizes that the
accuracy of monitoring and
measurement will decrease as EtO
concentration levels decrease below I
ppm and that breathing zone (BZ)
samples provide the most representative
indication of an employee's exposure,
The final standard, therefore, requires

/-
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BZ samples to be taken to determine
exposures for comparison with the PEL
Additionally, the final standard requires
an accuracy of plus or minus 35% for
measurements of employee exposures at
the action level, and plus or minus 25%
for measurements of exposures at the 1
ppm TWA.

These accuracy requirements are
feasible, as shown in the Summary of
the Regulatory Impact and Regulatory
Flexibility Analysis section of the
preamble, and are intended to provide
the employer with a degree of
confidence m his or her sampling
results- As noted earlier, monitoring is
carried out for the purpose of
determining what measures are

.necessary to ensure employee protection
in a given operation. OSHA anticipates
that the standard's flexible criteria for
sampling methodology will enable
employers to perform the required
monitoring without difficulties. The
monitoring requirements in this
standard are similar to those found in
other toxic substance standards
promulgated by OSHA (see vinyl
chloride, acrylonitrile, coke oven
emissions, asbestos, arsemc] and the
•Agency believes that these standards
have been met without difficulty, thus
indicating that compliance with the EtO
rule should also be feasible.

Finally. several commenters requested
clarification of the meaning of the
phrase "representative monitoring" as
used in paragraph (d)(1)(ii) of the
proposed standard (Exs. 11-57 11-133,
11-137). For example, the EOIC stated:

In the preamble * * to the proposed
regulation. OSHA makes clear that it intends
to allow companies to use representative
monitoring forgroups of employees where
their work exposures to EO are similar. The
proposed regulation itself is somewhat
ambiguous in this regard. OSHA should make
clear m the text of the final regulation that
representative monitoring is appropriate and
that terms such as "each employee" or "each
such employee"refer to each employee or to
a representative of a group of employees (E..
11-57).

The exposure monitoring provisions
require the employer to determine the
exposure for each employee exposed to
EtO. This does not require separate
measurements for each employee. If a
number of employees perform
essentially the same job under the same
conditions, it may be sufficient to
monitor a fraction of such employees to
obtain data that are representative of
the remaining employees.
Representative personal sampling for
employees engaged in similar work and
exposed to similar-EtO levels can be
achieved by measuring that member of
the exposed group who can reasonably

be expected to have the lughest
exposure. This result would then be
attributed to the remaining employees of
the group.

In many specific work situations, the
representative monitoring approach can
be more cost-effective in identifying the
exposures of affected employees.
However, employers may use any
monitoring strategy that correctly
identifies the extent to which their
employees are exposed.

OSHA has rewritten paragraph
(d)(1)(ii) of the proposal to clarify, as
discussed above, the requirement for
representative monitoring. However, the
intent of the provision is identical to that
of the proposal.

Paragraph (d](2)(ii) contains a
-provision designed to eliminate
unnecessary and redundant exposure
monitoring. It permits employers who
have monitored employee exposures to
EtO within the one-year period
immediately preceding publication of
this final rule in the Federal Register to
forego the initial monitoring required by
paragraph (d)(2)(i) if the results of
monitoring within tlus period have
shown that their employees are not
exposed to EtO levels at or above the
action level OSHA is aware that most
workplaces in many EtO-usmg
industries have already monitored
employee exposures. For example,
OSHA estimated that all facilities in the
EtO producer sector had already
performed initial monitoring, and that 87
percent of all hospitals had also done so
(F.x. 6-22).

The (dJ(2)lii) provision simply makes
clear that OSHA does not intend
employers who have voluntarily
performed employee monitoring to be
required to repeat such monitonn- if
-they have reliable and objective data
showing that their employees are not
exposed to EtO at the action level,
which triggers several of the standards
provisions, e.g., medical surveillance,
periodic monitoring, training. Thus,
OSHA believes that paragraph (d)(2)(ii)
will enhance the cost effectiveness of
the standard's monitoring requirements
without compromising employee
protection.
Paragraph (e) Regulated Areas

This paragraph of the final standard
requires employers to Identify as
regulated areas any locations In their
workplaces where there may be
occupational exposures to airborne
concentrations of EtO above the PEL. In
addition, only authorized persons may
enter regulated areas, which are
required to be clearly marl;ed to ensure
that employees are aware of these
locations. Taken together, these

provisions are intended to increase the
standard's effectiveness by limiting the
number of employees exposed above the
PEL.

Rulemaking participants commented
on two aspects of the regulated areas
paragraph of the proposal- the language
used to describe the conditions that
would trigger designation of an area as
regulated and the degree of specification
versus performance language embodied
In the requirements in thfs paragraph.
These issues are discussed below-.

Several representatives of industry
objected to the wording of the
proposal's regulated area requirement
(Exs. 11-48, 11-74, 11-125,142, which
specified that employers must establish
regulated areas "wherever the airborne
concentration of EtO is above I ppm."
They argued that, as written, the
proposed language could be interpreted
to mean that a regulated area was
required to be established in "an area of
a facility where the ambient level of EtO
Is greater than 1 ppm but which. if the
employees were personally monitored,
would result in an eight-hour TWA
which is likely to be far below even the
action level" (Ex. 142).

In a similar vein. the Health Industry
Manufacturers Association stated-

The proposal is ambiguous because it imht
be said to require regulated areas wharever
[the) ambient EtO concentration exceeds I
ppm TWA) rather than where actual
employee ex'posures are above I ppmE (Mr_ 11-
74).

Some of these commenters (Exs. 11-
48,11-74) also inquired whether the
standard would require area monitoring
to establish the location of regulated
areas.

In response to these commenters,
OSHA has changed thi provision to
clarify its intenL The final rule requires
employers to establish regulated areas
"whenever there may be occupational
exposures" in excess of the PEL This
language better communicates OSHA's
purpose-to enhance employee
protection by alerting employees about
the location of workplace areas that
might increase their exposures to levels
above the PEL. The final standard
therefore requires establishment of
regulated areas only where potential
occupational exposures above the PEL
may occur, thus clarifying the link
between employee exposures and
regulated areas. This change vill also
eliminate any confusion about ara
monitoring to establish the location of
regulated areas. The final rule's
identification of employee exposures
rather than area EtO concentrations as
the basis for establishing a regulated
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area makes it clear that employee rather
than area monitoring is required.

The second issue raised by
commenters in relation to this paragraph
of the proposal concerned the degree of
specification that should be included in
the requirements of the final standard's
regulated areas provision. The proposal
specifically stated that employers could
demarcate regulated areas in any
manner that would serve to limit the
number of employees entering such
areas. Permitting employers to choose
how best to identify and limit access to
regulated areas is consonant with
OSHA's belief that employers are m the
best position to make such a
determination based on the physical
configuration and other aspects of their
particular workplaces.

Some rulemaking participants,
however, commented that the standard
should specifically identify the
workplace locations to be designated as
regulated areas (Exs. 4-25, 44). For
example, the testimony of the American
Federation of State, County and
Municipal Employees (AFSCME) states

Regulated areas should be established
wherever EtO storage, EtO sterilization or
aeration expose workers to any amount of
EtO, or could expose them m the event of a
malfunction, leak or other nushap (Ex. 44).

In contrast to AFSCME's views were
those of several commenters who
argued that the language of the proposed
provision was too.specification-oriented
(Exs. 4-15, 4-47 4-51, 4-55). For
example, R. Parlante, Director of Lederle
Laboratories' Safety and Environmental
Services Division, stated

It is not necessary to establish provisions
* as part of the EtO standard for
regulated areas Once an EtO
performance standard is established, the
methodology used [by the employer] to
achieve compliance should be flexible

(Ex. 4-55).
OSHA believes that, as written, the

requirements of paragraph (e] strike the
right balance between specification and
performance language. If, as AFSCME
suggested. OSHA required employers to
establish regulated areas wherever
workers could be exposed to EtO in the
event of a leak or malfunction, many
areas of the plant that actually have low
or non-existent EtO concentrations
under normal operating conditions
would have to be designated as
regulated. OSHA believes that the final
rule clearly sets forth the employer's
obligation to maximize employee
protection by informing employees of
the location of workplace areas having
EtO concentrations that will increase
their exposures above the PEL. At the
same time, this paragraph permits

employers to determine where
employees might be overexposed in any
particular workplace.

At the same time, employers are free
to choose whether to use, for example,
ropes, markings, temporary barricades,
gates, or more permanent enclosures to
demarcate and limit access to these
areas. Factors that employers might
consider in determining the type of
identification system used to demarcate
regulated areas include the
configuration of the area in question,
whether the regulated area is
permanent, the airborne EtO
concentration, the number of employees
m areas-adjacent to the regulated area,
and the period of time the area is
expected to have exposure levels above
the PEL.

Paragraph (f) Methods of Compliance

The final standard, like the proposed
standard, requires employees to institute
engineering and work practice controls
to reduce the exposures of employees to
or below the permissible exposure limit,
to the extent feasible. If engineering and
work practice controls have been
implemented but have not been
-sufficient to reduce exposures to the
permissible limit, respirators selected in
accordance with paragraph (g] shall be
used to suppplement the engineering
and work practice controls.

OSHA has identified several
operations where engineering controls
generally are not feasible and has listed
them in paragraph (f)(1](iii]. In addition,
in situations where engineering controls
and work practices are demonstrated as
not being feasible, respirators
appropriate for the airborne EtO
concentration and selected in
accordance with Table 1 of paragraph
(g) must be used to reduce employee
exposures.

These requirements are consistent
with OSHA's traditional policy
regarding the hierarchy of controls. This
hierarchy specifies that engineering and
work practice controls be used in
preference to personal protective
equipment; personal protective
equipment may only be used in
emergencies or where other methods are
not feasible, not adequate, or have not
yet been installed. Engineering controls
involve the installation of equipment,
such as forced ventilation, or the
modification of a process, for example
by enclosing it. Work practice controls
reduce worker exposures by altering the
manner in which a task is performed. An
example of a work practice control
would be to train a tank car loader to
stand up-wind rather than down-wind of
the tank car's hatch when loading a
hazardous substance.

Respirators have traditionally been
accorded the least preferred position in
the hierarchy of controls because of tho
many problems associated with their
use. For example, the effective use of
respirators requires that they be
individually selected and fitted,
conscientiously worn, carefully
maintained, and replaced when
necessary; these conditions may be
difficult to achieve and to maintain
consistently in many workplace
environments.

At present, the Agency is reviewing
the health benefits, appropriateness, and
cost-effectiveness of the hierarchy of
controls concept, and has recently
published two Advance Notices of
Proposed Rulemaking relevant to this
subject (47 FR 20803, May 14,1982,
Respirators; 48 FR 7473, February 22,
1983, Methods of Compliance). Because
OSHA is interested in determining
whether and in what situations greater
reliance might be placed on the use of
respirators, the EtO proposal requested
comments on the use of respirators for
EtO exposure. Many participants In the
EtO rulemaking submitted information
to the record on the general subject of
control strategy and on the appropriate
use of respirators in the handling,
storage, and use of EtO in the
workplace. The record evidence on
these issues is summarized below.

Many commenters reported that they
preferred to rely on engineering and
work practice controls to reduce
employee exposure to EtO (Exs, 11-38,
11-40,11-45, 11-70, 11-87). For examjle,
Donna Swenson, Central Service
Supervisor and Chairman of the EtO
Committee of Rockford Memorial
Hospital (RMH), stated:

At RMH we feel that it is possible with the
use of appropriate engineering and workplace
controls to comply with the proposed
standard. Respirators should not be needed
except during emergency situations, such as
leakage of a tank or canister (Ex. 11-81).

Similarly, Brian J. Kuske, Assistant
Administrator of St. Mark's Hospital In
Salt Lake City, commented:

After review of the exposure levels
recommended by OSHA (in the proposal), St.
Mark's Hospital has concluded that * * *
respirators are not essential (to meet the 1
ppm requirement] (Ex. 11-38).

The views of these and other
commenters generally provided support
for the determination made by OSHA at
the time of the proposal:

The (control] methods that can be used to
reduce employee exposure to EtO are
conventional technology such as * *
exhaust ventilation, double mechanical seals.
leak detection and use of respiratory
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protection for intermittent exposures (48 FR
17298).

Evidence submitted at the hearing and
in post-hearing comments has identified
a number of intermittent exposure
situations in EtO-usmg facilities where
respiratory protection may be needed to
protect workers from hazardous
exposures. For example, in the EtO
production sectors, several commenters
stated that respirators would be needed
for maintenance and repair activities
and during the loading/unloading of
tank Cars (Exs. 11-110, 11-131, 11-133,
Tr. 863).

Edward J. Kerfoot, Director,
Toxicology and Industrial Hygiene for
BASF Wyandotte Corporation, stated
that, "Respirators shoud be allowed in
other operations in addition to
maintenance and repair. In industry,
examples would be bulk loading and
unloading operations" (Ex. 11-131]. Two
ethoxylator firms, Nalco Chemical
Company and PPG Industries, Inc., also
stated that in loading!unloading
operations respirators would be
required to achieve compliance with the
standard (Exs. 11-69,-11-105].

The EOIC also indicated that the use
of respirators would be necessary
during maintenance, repair, and tank car
loading/unloading activities (Ex. 11-57).
In addition, the EOIC suggested that
"* * * companies may need to use
respirators during start-up and shut-
down and during certain laboratory
operations" (Ex. 11-57). OSHA also
recognizes that unexpected release of
EtO might occur during shut-downand
start-up because processes are not
operating m steady-state conditions, and
the use of respirators may be
appropriate in such situations.

OSHA agrees that some EtO
operations do not lend themselves to
control through engineering means.
Respirators are permitted for the
operations cited by commenters above,
if other methods of control are
demonstrated by the employer to be
infeasible.

A number of commenters addressed
the need for the limited use of
respirators in the industry sectors that
use EtO for sterilization (Exs. 11-47 11-
54, 11-57 11-74,11-94,11-109, 11-112,
11-113,11-136,11-139, Tr. 873). Deborah
M. Badger, Seior Counsel for the
American Hospital Supply Corporation,
proposed a list of activities where
respirators might have to be worn during
the sterilization of medical products:

employees using EtO as a sterilant
are prmarily exposed m an intermittent or
episodic fashion. Thus, critical work tasks
can be identified which, although short in
duration, constitute the critical opportunity,
for exposures to levels higher than a

reasonable PEL. American [Ho3pital Supply
Corporation] proposes that OSHA p2rmit the
limited use of respiratory protection
equipment durng the folloving work taslz:

* Opening sterilization chamber
doors.

* Unloading sterilization chamber
contents.

- Delivering freshly sterilized goods
to the outgassing area.

e Entering outgassmg areas to collect
quality control samples.

* Performing maintenance and repair
work on sterilization equipment

* Changing EtO cylinders (E.L 11-47).
OSHA agrees that, depending on

workplace conditions, respirators may
be necessary when employees enter a
sterilization chamber for unloading and
when they enter heated off-gassing
rooms to collect quality control samples.
However, as discussed previously in the
section dealing with feasibility,
evidence indicates that most EtO
sterilizing operations can be controlled
by currently available engineering
controls. Thus, OSHA does not feel that
it is appropriate to provide a general
allowance for the use of respirators for
all short-term EtO operations.

Based upon evidence in the
rulemaking record and the Regulatory
Analyses, OSHA has found that the use
of engineering and work practice
controls will reduce employee exposure
to or below the PEL for practically all
situations. OSHA recognizes that there
are some situations where engineering
controls are not generally feasible.
Rather than continuing to enforce the
engineering control provisions in these
cases, OSHA has indicated in the
regulatory text, paragraph (f)(1)(iii),
those operations where engineering
controls are generally not feasible. For
these situations, OSHA will have to
bear the burden of proof, in the
enforcement context, to show that
engineering and work practice controls
are feasible for that specific condition.
In addition, OSHA recognizes that there
will be other situations where
engineering controls may not be feasible
due to a unique feature or condition. For
example, work involving repair of leaks
may not lend itself to engineering
controls. These situations are
recognized in paragraph (f)(1) of the
final rule, which permits the use of
approved respiratory protection where
employers can demonstrate that
engineering and work practice controls
are not feasible. In such situations, the
burden of proof of infeasibility is
appropriately placed on the employer,
because the employer is familiar with
operations in the workplace and is
therefore n the best position to evaluate
various types of controls as they apply

to that particular workplace. It is noted
here, however, that employers may raise
the issue of feasibility m an enforcement
action. As noted in a decision on
OSHA's lead standard, the court in
United Steelworkers of America v.
Marshall 647 F. 2d 1189 (D.C. Cir 19Z9]:

* An employer who is cited for failing
to meet the standard in a particular
operation, and who believas the stardardbhzs
proved technologically infeasible for that
operation, can claim this "specific"
infeasibility as a defense in an enforcement
proceedin 3 * * * Thu an OSHA standard
remains subject to a* *test of faai'oiity
with re-pect to special difficulties in certain
operations.

However, in the great malo-iy of
workplaces affected by the final
standard, OSHA believes that
engineering and work practice controls
will limit worker exposures to levels
below the PEL. The technology needed
to control employee exposures to these
levels represents generally available
and traditional technology, such as
ganeral and local ventilation, pump
seals, and aeration chambers. T'mis
technology is discussed in detail in the
Technological Feasibility section of this
preamble.

The requirements contained n
paragraph f]12) of the permanent
standard describe the employefs
written compliance program. The
requirement for a written compliance
program to reduce exposure by means of
engineering and work practice controls,
contained n paragraph (f)(2](i), applies
where employee exposures are at or
above the PEL

Few commenters objected to the
provisions of the proposed standard
requiring employers to develop a vritten
compliance program. One commenter
Thomas F. Evans. Director of Regulatory
Management-OSHA for the'Monsanto
Company. objected to the inclusion of a
schedule of leak detection in the
required compliance program, as
required by paragraph (f)(2)(ii) (Ex. 11-
93). Mr. Evans objected that "Such a
requirement is not performance
oriented' (Ex. 11-98). Although the final
rule does not mandate a frequency for
leak detection. OSHA believes that lpk
detection should be included in any
effective program for controlling,
employee exposures to EtO because
early and prompt leak detection helps to
eliminate emissions of EtO at their
source. This is particularly true where
fugitive emissions are a potential source
of exposure.

Many commenters endorsed the idea
of including a compliance program
provision in the standard (Exs. 11-63,
21-8.44). For example, Howard L
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Kusnetz, Manager of Safety and
Industrial Hygiene for Shell Oil
Company, stated:

Shell Oil'Company endorses the concept of
written control programs prepared by the
employer if employee exposure exceeds the
PEL. A requirement for a written control
program ensures affirmative action by the
employer and communication with
employees (Ex. 11-68).
Peter Roy described some of the reasons
for and elements of a compliance
program:

I endorse the necessity for employers to
develop written compliance plans
Written programs and procedures should be
established regardless of the number of
exposed employees. The development of
documented programs and procedures is
already a well established and common
practice in both hospitals and the medical
device industry. These policies and-
procedures are important for the employee
communication and training programs
necessary to ensure the "human element" of
the EtO exposure control system. Written
plans should be reviewed annually, and
might vary from fairly simple to quite
complicated depending on the size and scope
of the EtO process, and number of employees
in a given facility (Ex. 21-8).

OSHA believes that the written plan
is an essential element of the
compliance program since it will
encourage employers to implement the
necessary controls to reduce employee
exposure. It also provides the
information to allow OSHA, the
employer and employees to examine the
control methods chosen and to evaluate
the extent to which these planned
controls are being implemented in the
workplace. As with other OSHA
rulemakings, the written compliance
plan is to be accessible to the
individuals designated in paragraph
(f)(2)(iii) for inspection and copying.
This implements section 8(c)(3) of the
OSH Act, which provides for the
employer to inform employees of
correction actions being taken to lower
exposure to the PEL.

Paragraph (f)(2)(iv) prohibits the use
of employee rotation as a method of
reducing exposure to EtO. On the other
hand administrative controls, which
utilize methods such as scheduling to
reduce a particular employee's total
exposure, is an acceptable compliance
strategy. An example of acceptable use
of scheduling is performing an operation
where EtO exposure occurs on the work
shift with the fewest employees present.
Worker rotation, however, has been
determined by OSHA to be
inappropriate in workplaces involving
exposures to potential human
carcinogens. Although administrative
controls may reduce the cumdlative risk
of cancer among a particular group of

workers, their use places a larger total
number of workers at risk. Paragraph
(f)(2)(iv) specifically prohibits the use of
worker rotation in situations involving
exposure to EtO. As noted in the
preamble to OSHA's proposed- rule for
ethylene dibromide (48 FR 45984):

Administrative controls ' are not
permitted in lieu of engineering controls or
limited respirator usage. The use of this
control practice (worker rotation) increases
the population of employees at riskfrom
exposure

Industry representatives generally
condemned the practice of employee
rotation as a method of reducing
exposure to EtO (Tr. 971, 1041). For
example, G. Briggs Phillips, HIMA's
Senior Vice President for Scientific
Affairs, stated, "* HIMA does not
support and our companies do not
intend to use, worker rotation practices"
(Tr. 1041). Although Duane Amato, the
Corporate Manager of Occupational
Health Services and Safety at Travenol
Laboratories, testified that worker
rotation is an acceptable method of
reducing 8-hour TWA exposures (Ex. 75,
Tr. 871), Lawrence Rampy, testifying on
behalf of the EOIC, strongly disagreed:

Structuring jobs simply to reduce exposure
and to avoid other means of controlling
exposure is simply not acceptable. In other
words, the exposure of each job must be
evaluated and structured to achieve
acceptable exposure by a variety of means
but not by rotation of different people
through a high exposure task in order to
achieve a net average exposure below some
limit. (Tr. 971).

The prohibition against worker
scheduling or rotation contained in the
final'standard for EtO is, therefore,
consistent with OSHA's view that this
control strategy is not appropriate in
occupational environments involving
exposure to potential carcinogens.
Paragraph (g) Respiratory Protection

The final standard provides that
respirators be used to limit employee
exposure to EtO in the following
circumstances:

(i) During the interval necessary to
install or implement feasible engineering
and work practice controls;

(ii) In work operations such as
maintenance and repair activities or
vessel cleaning or other activities for
which the employer establishes that
engineering and work practice controls
are not feasible;

(iii) In work situations where feasible
engineering and work practice controls
are not yet sufficient to reduce exposure
to or below the TWA or STEL, and

-(iv) In emergencies.
The final standard also requires that the
employer provide respirators at no cost

to employees and ensure that employees
use them.

Comments regarding the appropriate
use of respirators were addressed above
in Section 6, Paragraph () Method of
Compliance, and will not be discussed
further in this section. However,
numerous commenters addressed the
issue of appropriate.respirator selection
(Exs. 4-15, 4-19, 4-22, 4-25, 2-40, 4-45,
4-55, 11-57 11-74, 11-76, 11-94, 11-99,
11-111, 11-113],11-133, 11-130, 11-152,

Tr. 857 893]. These commenters
provided information on two types of
respirators that were specified in Table
1 of the proposed EtO standard:

- Full-facepiece respirators with
organic vapor gas mask canisters.

e Positive-pressure, supplied-air
respirators with full-facepieces,
Addressing OSHA's specification for
organic vapor canister respirators for
EtO concentrations of 50 ppm or less,
most commenters argued that this type
of respirator provided inadequate
protection against Eta exposure (Exs, 4-
25, 11-57 11-74, 11-99, 11-111, 11-130,
11-152, Tr. 857). The inadequacies of
chemical cartridge respirators were
documented by Matthew Gillen,
representing the Amalgamated Clothing
and Textile Workers Union (ACTWU):

The chemical cartridge respirator has
not been certified (for EtO] by NIOSH
because EtO lacks adequate warning
properties and is not generally detectable by
smell until levels of 250-700 ppm are reached

The other major problem with
chemical cartridge respirators Is migration, In
testing performed on the canister, It was
demonstrated that the cartridge could
withstand several hours of exposure without
penetration. However, after setting several
hours, the EtO "migrated" within the canister,
so that penetration was observed upon re-use
(Ex. 4-25).

Frederick G. Giel, Senior Attorney for
Miles Laboratories, Inc., agreed:

The standard specifies that NIOSH/MSIHA
full facepiece respirators approved for
organic vapors can be used in certain
instances where EtO vapors remain below 50
ppm. Miles (Laboratories) understands that
studies exist which show that these
respirators purify breathing air for only a
matter of minutes before significant EtO
breakthrough occurs (Ex. 11-111).

Anthony J. Vetrano, Attorney for Abbott
Laboratories, stated:

Because various companies have
tested full facepiece respirators with organle
vapor gas mask canisters and found them
unsuitable for use with EO. Abbott believes
that Table I (of the EtO standard) should
specify only canisters with specially
impregnated charcoal that are designed for
use with EO (Ex. 11-130).

I
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A number of companies, including Dow
Chemical Company (Ex. 4-31), A.E.
Staley Manufacturing Company (Ex. 4-
22), De Soto, Inc. (Ex. 4-15), and others
(Exs. 4-45, 11-94,11-113,), stated that
they use air-supplied respirators rather
than air-purifying respirators in
operations that require respiratory
protection.

Based on this evidence, OSHA has
revised Table 1, referenced in paragraph
(g)(2), to permit the use of NIOSH/
MSHA-approved air-purifying
respirators with camsters containing
sorbents especially designed for EtO
removal if such equipment is approved
in the future. OSHA is aware that no air-
purifying respirators for Eta have been
approved by NIOSH or MSHA.
However, one respirator manufacturer
has applied-to NIOSH for certification of
an EtO-specific canister respirator (Exp.
6-27 11-112, Tr. 891). This provision of
the final rule is intended to allow the
use of this or similar products when and
if they are granted NIOSH/MSHA
approval.

A number of commenters requested
that half-mask respirators be allowed m
lieu of the full-facepiece respirators that
were proposed for airborne EtO levels
of 2,000 ppm or lower (Exs. 11-57 11-
133,11-98,11-136, 76). The following
comments were submitted by the EOIC:

The EQICaindustrial hygiene task force
believes that the respiratory protection table
contained m the proposed standard should be
revised so as to allow the use of half-face
supplied air respirators at or below 1,000
ppm.At those levels, a half-face positive
pressure respirator will provide adequate
protection. Contact with EO at that level
would not cause eye irritation, so there is no
reason to prohibit such respirators (Ex. 11-
57}.

However, these commenters provided
no objective data to show that EtO is
not an eye irritant at concentrations of
1,000 ppm or less. OSHA has identified
two references that note that EtO is an
eye irritant. For example, a 1977
publication by NIOSH, entitled
Occupational Diseases: A Guide to
TheirRecognition, states: "Exposure to
the (EtO) vapor in high concentrations
leads to irritation of the eyes." An
article m Industrial Hygiene and
Toxicology, Volume 3, edited by Frank
A. Patty (1981), states that:

Vapors of ethylene oxide in high,
concentrations are known to be irritating to
the eyes of animals and man the eyes
should therefore be protected from ethylene
oxide and its solutions.
This reference also states that the
"threshold for vapor irritation (to eyes)
is 500 ppm" (Patty, 1981). The
information in these references was
confirmed by Peter Roy (Ex. 21-8, Tr.

215), who stated that he had observed
irritation resulting from exposures to
concentrations of EtO below the current
PEL of 50 ppm.

James T. Marrmnan, Director, Federal
Agency Affairs for the American
Hospital Association, stated:

EtO acts as a tissue irritant having effects
similar to those of ammonia gas. Exposure
can cause inflammation of mucous
membranes, especially those of the eyes and
respiratory passages, possibly resulting in
conjunctivitis, scleritis, or bronchitis (Ex.
104).
The record reflects that ugh exposures
to EtO have been shown to cause eye
irritation and that such effects may
occur at exposures that may be reached
for short periods. Therefore, OSI A has
chosen to retain the requirement for full-
facepiece respirators in the final rule.

Some commenters (Exs. 11-131,11-
137) suggested that no respirator
protection provision was needed
because requirements for respirator use
are contained in 29 CFR 1910.134,
Respratory Protection. For example,
Edward J. Kerfoot, Director of
Toxicology and Industrial Hygiene for
BASF Wyandotte Corporation, stated:

Regarding the selection of the type of
respirator used. the requirement that
companies provide adequate respiratory
protection is already specified in 29 CFR
1910.134. Therefore, proposing detailed
requirements in the EO standard is
unnecessary. In keeping with the need for a
performance based standard. 29 C-R 1910.134
should be referenced as the guide for
respiratory protection, and companies should
be allowed to choose the respirator that are
adequate for individual circumstanc'-s. rather
than be limited to the choices In Table 1. as
referenced in 1910.1047 paragraph (g](2[i)
(Ex. 11-131).
Table 1 is OSHA's application of the
requirements for respirator selection
contained m 29 CFR 1910.134. as they
'relate to EtO and its characteristics. In
addition, these requirements are
consistent with those in the American
National Standards Institute's Z88.2-
1969 standard.

From past experience, OSHA is aware
of the problems of respirator use as the
primary means of exposure control.
Proper facial fit is essential, but
variations m individual facial
dimensions, as well as facial hair, scars
or growths, make it difficult to maintain
this facial fit. Fatigue and reduced
efficiency may occur because of
increased breathing resistance when
negative-pressure respirators are used.
Thus, a medical examination
requirement that the physician's written
opinion include recommended
limitations on the employee's use of
respirators was proposed and is

maintained in the final standard.
Additionally, heat stress, reduced
vision, and other safety problems
presented by respirators should be
considered by the employer. Visual
impairment could pose a significant
problem where physical hazards exist
and the ability to see is important.
Speech is also limited by respirator use.
Voice transmssion through a respirator
can be difficult, annoying, and fatiguimg,
and communication may make the
difference between a safe and efficient
operation and a hazardous operation,
especially in dangerous jobs.
Entanglement of air respirator hoses as
well as limited mobility due to hose
length is a problem in heavy industrial
environments where airline respirators
are used. Air hoses can also present
serious safety hazards if used in
restrictive work environments, such as a
sterilization room m a health care
facility. A self-contained breathing
apparatus is burdensome and limits
freedom of movement.

OSHA does not presently believe that
respirators should be considered the
primary means of employee health
protection against exposure to EtO for
activities where engineering controls are
feasible. However, despite these
problems OSHA has concluded that if
the permssible exposure levels for EtO
are exceeded, employers must provide
respirators as a secondary means of
protection. However, the goal of the
standard is the control of enussions at
the source, which will minimize the need
for routine use of respirators.

The employee must be properly
trained to wear the respirator, to know
why the respirator is needed, and to
understand the limitations of the
respirator. An understanding of the
hazards involved is necessary to enable
the employee to take steps for his or her
own protection. The respiratory
protection program unplemented by the
employer must conform to that set forth
m 29 CFR 1910.134. That section
contains basic requirements for proper
selection, fit, use, cleaning, and
maintenance of respirators.

Emergencies are situations where
respirators must be used to protect
employees. Since it is unrealistic to
expect accurate prediction of the
expected contaminant concentrations to
wuch an employee nught be exposed in
all emergencies, OSHA requires the use
of respirators of the type approved for
protection against unknown
concentrations. If an employee is
working in an area and using an
approved respirator of the type
appropriate for the existing
concentration, and an emergency
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occurs, the employee should continue
using the respirator during his or her
escape. Paragraph (g)(1)(iv) is designed
to provide proper protection for
emergency personnel assigned to enter
vessels or workplaces containing an
unknown concentration to rescue
workers or to control the release of the
contaminant or perform any necessary
repairs. In addition, this paragraph will
ensure that employers identify
operations in which emergencies are apt
to occur and make appropriate
respirators available to employees in
these operations.

Paragraph (g)(3) references § 1910.134
(b), (d), (e), and (f}, which stipulate the
minimum acceptable respirator program,
the air quality required for air-supplied
respirators, standard respirator use
procedures, and maintenance and care
procedures for respiratory protection,
respectively. For Vxample, paragraph
(e)(5)(i) of § 19M.134 states: * * * "To
assure proper protection, the facepiece
fit shall be checked by the wearer each
time he puts on the respirator * * *"
Section 1910.134(e)(5) further requires
that the respirator be worn m a "test
atmosphere," i.e. an irritant smoke or
isoamyl acetate atmosphere as part of
the training for respirator wearers. A
requirement to comply with
§ 1910.134(e) is contained in paragraph
(g)(3) of the final rule.

Several commenters requested that a
requirement for quantitative fit testing
be included in the final rule (Exs. 44, 100,
103). OSHA does not believe that such a,
requirement is warranted at this time, in
part because the only approved
respirators currently available forEtO
are positive-pressure respirators. Such
respirators do not allow contaminated
air to leak into the respirator facepiece
since it is pressurized when compared to
the ambient environment. Thus, leakage
is restricted to clean air escaping from
the inside of the facepiece rather than
contaminated air leaking into the
respirator. Moreover, issues of
quantitative fit testing will be dealt with
generically in the respiratory protection
standard revision discussion above.

Finally, the standard requires that
respirators required for protection from
exposure to EtO shall be provided at no
cost to the employee. OSHA views this
allocation of costs to control employee
exposure to EtO as being necessary to
effectuate the purposes of the Act. The
requirement makes explicit an Agency
position which has long been implicit m
health standards proceedings under
section 6(b) of the Act.

Protective Clothing
The final stindard for EtO explicitly

references general provisions in sections

1910.132 and 1910.133 pertaining to
protective clothing and devices. This
cross-reference highlights for the
employer the need to comply with all
applicable standards to prevent
employee exposure through contact with
liquid EtO.

In the proposal, OSHA made no
reference to provisions for protective
clothing for EtO workers, However, the
following questions were raised for
general discussion: "Is reliance on these
two general provisions (sections
1910.132 and 1910.133) sufficient for
protecting against potential dermal and
eye hazards for liquid EtO? If not,
explain and specify what additional
provisions are necessary." Based on
information submitted to the docket,
OSHA now believes that these two
sections do provide adequate regulation
to prevent employees from having eye
and skin contact with liquid EtO or Ete
solutions, and separate provisions
specific to EtO are unnecessary.

A number of commenters replied,
either in written comment or testimony,
to the proposal's questions about
personal protective equipment and
clothing. Several commenters agreed
with OSHA's assessment that reliance
on the requirements of sections 1910.132
and 1910.133 was adequate (Exs. 11-25,
11-47 11-57 11-67 11-89, 11-74, 11-110,
11-133, 21-8).

For example, HIMA stated:
The general provisions m 29 CFR 1910.132

and 1910.133 are adequate to provide
employee protection for skin and eyes
against contact with liquid EtO. The
protective equipment and other provisions of
these requirements would apply to EtO.
Because they have proved satisfactory with
other hazardous liquids, they will provide
adequate protection m this case. HIMA is not
aware of any specific provisions that would
provide greater employee protection than is
already required by OSHA's general
regulations. (Ex. 11-74).

In contrast to these views, several
commenters raised questions regarding
the acute effects of skin and eye contact
with liquid EtO and concluded that
reliance on the general provisions
contained in sections 1910.132 and
1910.133 would not provide adequate
protection (Exs. 11-46,11-88, 11-99, 42,
44, 100, 103, 152, Tr_ 1200,1253, 1589).

In explaining the Institute's position
that general requirements for skin and
eye protection will not provide the
necessary protection to EtO-exposed
workers, NIOSH commented that:

The standards concerning protective
equipment' * and eye and face protection

provide only general guidelines and do
not address substance specific issues
particularly as- they relate to the senous
hazards presented by liquid ethylene oxide or

EtO solutions. Therefore sections 132 and 133
cannot be viewed as prescribing " *
suitable protective equipment * 'because
they do not consider the particular hazards
presented by liquid ethylene oxide or Et1
solutions, spills and splashes. Neither
sections 132 nor 133 specify how the
equipment is to be used nor how It Is to be
selected to protect the worker from exposure,
to (ethylene oxide) (Ex. 11-146).

Several respondents pointed out that
EtO readily penetrates rubber where, as
in leather, it is retained for long periods
of time and cannot be washed out (Exs.
11-99, 11-146" Tr. 1200, 1253). This raised
the issue, as expressed by William
Borwegen of the Food and Beverage
Trade Department, AFL-CIO (Tr. 1253),
that some employers whose workplaces
contain EtO would be unaware of the
inadequacies of rubber and other
common materials used for personal
protective clothing (Tr. 1589).

To prevent the use of materials
readily penetrated by EtO, several
commenters felt that specific
recommendationd or statements on the
types of matenals that can be used were
needed within the EtO standard (Exs.
11-88, 11-99,11-146,11-152, Tr. 1200).
Several individuals or groups made
specific material recommendations such
as cloth or PVC coated materials (Tr.
1200) or polymer-coated cotton gloves
(Tr. 391). However, of all the
respondents, only NIOSH developed an
in-depth assessment of the effectiveness
of personal protective clothing in
preventing contact with liquid EtO.

In a 1977 report, Special Occupational
Hazard Revew with Control
Recommendations for the Use of
Ethylene Oxide as a Sterilant in
Medical Facilities, NIOSH stated that:

Due to the extreme penetrating ability of
EtO, and the consequent ineffectiveness of
many types of clothing materials to prevent
skin contact, the use of conventional
'impervious' clothing is not suggested. There
are, however, certain special types of
protective clothing which are effective when
working with EtO. For example, one of the
large manufacturers provides its workers
with knitted gloves which have been coated
with certain polymers, including polyvinyl
chloride. (Ex. 2-4).

NIOSH went on to comment, however,
that information now available indicates
materials made of other substances will
afford a greater measure of protection
than that afforded by-polyvinyl chloride,

Permeation studies have shown that
garments made of chlorinated polyethylene
provide the greatest protection against pure,
liquid EtO; breakthrough did not occur for at
least one hour. Degradation studies have
shown that garments made with nitrile and
butyl rubber also have a lifetime of about I
hour. (Guidelines for the Selection of
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Chemical Protection Clothing, Vol. I Field
Guide. U.S. EPA Contract No, C-87611.
January 19.1983. (Ex. 11-146).)

Even-with proper selection of
materials, NIOSH reported (Ex. 11-146],
exposure can still-occur " * * by (1)
bulk penetration through pinholes, rips,
zippers, seams, etc., (2) material failure
through chemical degradation, or (3]
permeation through the material." Even

,where test data are available, NIOSH
commented-that the differences in use
,and manufacturing conditions are
sufficiently great to necessitate actual
field evaluations "under typical use
conditions of mixtures, temperatures,
,andjphysical abuse." NIOSH
recommended that methods such as
those being summarized by the ASTM
F23.20 Committee be used to determine

- suitable garment materials for use with
EtO.

The NIOSH testimony provides OSHA
with convincing evidence that it.would
be-premature on the part ofX)SHA to
mandate the use of only specific types of
materials for personal protective
clothing m the EtO standard. Too few
materials have been tested for EtO
breakthrough time or degradation, and
even these results may have only partial
applicability under actual field
conditions. The alternative is to require
a specific testing protocol within the
standard before any clothing is
considered "approved' for personal
protection. This would trigger additional
recordkeeping, and adequate
permeation testing is likely to be well
beyond the capabilities of the many
EtO-usmg facilities where only a few
employees are potentially exposed to
EtO. In addition, the handling of
materials for testing presents a hazard
to a different group of employees.

After-a thorough review of the expert
testimony and other evidence in the
record, OSHA has chosen not to add a
specific reqmrement for protective
clothing in the final standard for EtO.
.However, the final rule does contain, in
paragraph (g), a cross-reference to
§ § 1910.132 and 1910.133 that is mtended
to remnd employers of their obligations
under these provisions to provide
appropriate clothing to protect against
eye and dermal contact.

Showers and Changerooms

OSHA received three comments on
the need for a-provision requiring
showers and changerooms. The
American Federation of State, County,
and Muicipal Employees (AFSCME]
stated:

No provisions for chemical showers, eye
wash stations, protective clothing, or lockers
and change rooms have been incorporated
into this [proposed] standard. These are all

essential for a minimally effective standard.
and as such should be incorporated into the
EtO standard (Ex. 7-6)

In a post-hearing submittal, AFSCME
reiterated:

Because of the danger of any permeable
clothing--including shoes--absorbing EtO
and off-gassing, such clothing exposed to EtO
must be removed upon cessation of exposure
(Ex.44)

In addition, William B. Dennis of Duke
University Medical Center commented
as follows:

I think (emergency showers and eye wash
stations) should be n close proximity

in case there Is a liquid spill (Tr. 1367).
OSHA shares the concern of these

participants that employees should be
protected from contact witl EtO in
liquid form. Hazardous exposures to
liquid EtO or EtO-containing solutions
will most likely occur only accidentally
in the industry sectors covered by this
final rule, because exposures m these
sectors will usually be from the gaseous
form of EtO. Section 1910.151(c) of the
General Industry standards, however,
specifically requires employers to
provide changerooms and emergency
showers ".* e where the eyes or body
of any person may be exposed to
injurious corrosive materials * " * "As
discussed in the health effects section
liquid EtO does pose a hazard to the
skin upon contact. Therefore, employers
who use EtO in liquid form that may
come in contact with employees' eyes or
bodies, must provide changerooms and
emergency showers in accordance with
§ 1910.151(c).

Paragraph (h) Emeigency Situations

Paragraph (h) of OSHA's final rule for
EtO requires that employers develop
written plans for emergency situations
(see discussion of definition of
"emergency") and that they develop
methods of alerting employees of these
situations and evacuating workers when
necessary. The plan must contain a
requirement that employees engaged in
correcting an emergency situation be
provided with appropriate respiratory
protection. Employers must also be
prepared to alert employees to evacuate
the workplace in the event of an
emergency. The performance language
of the emergency situation paragraph of
the final standard will give employers
the flexibility to choose any effective
method of alerting employees, including
communications systems, voice
communication, or a bell or other alarm.

These requirements are identical to
the emergency situation requirements
included in the EtO proposal (48 FR
17284, April 21.1983). The purpose of
this provision is to protect workers from

unexpected significant releases of EtO
that pose an acute or other health risk

There is considerable evidence in the
record that the use of written emergency
plans is widespread throughout industry
(Exs. 21-8.6-22), and many commenters
supported the inclusion of such a
requirement in the final rule-(Exs. 4-26,
11-81,21-8,104, Tr. 1349]. In addition,
other OSHA health standards (Vinyl
Chloride. 43 FR 45762, October 3,1978;
DBCP 43 FR 11514. March 17,1978)
contain such a provision.

Several commenters suggested
specific procedures to be followed m the
event of an emergency (Ex. 11-125,104].
For example, Merry K. Hollhof, Central
Service Supervisor of the Grand Rapids
Osteopathic Hospital. suggested that the
emergency provision of the standard
require: (1) That local fire departments
be provided with a copy of the standard
in order to better respond to EtO
emergencies, and (2] that hospitals
require a practice emergency drill (for
EtO) at least once a year (Ex. 11-125].
Although OSHA agrees that these are
good suggestions, it believes that the
measures necessary to control
emergency situations should be specific
to particular workplaces. The Agency is
not convinced that local fire
departments, in general, will be able to
respond adequately to EtO emergencies
in the majority of workplace settings.
Further, although practice emergency
drills might be an effective means of
teaching employees how to respond to
emergency situations in many hospitals,
such drills nught be unnecessary for
some facilities, such as small hospitals
with only one EtO sterilizer. The Agency
will therefore not require such specific
measures in the emergency situations
paragraph of the final EtO standard.

The proposed rule required the
development of a written plan for each
workplace where there is a possibility of
an emergency and required that
employees be informed of the
emergency procedures at the time of
initial assignment (or upon institution of
the program]. and at least annually
thereafter.

There was general agreement by
participants that effective emergency
plans are essential and being m a
standard for EtO (Exs. 11-17 11-45,11-
77,11-125,17 18-17 103.104,142, Tr.
357, 364.1305,1349). For example,
William Dennis, Director of Sterile
Processing at Duke Umversity Medical
Center, testified that:

* a plan in the event of a leak or spill is
of absolute importance. With any type of
mechanical equipment .accidents are
going to occur. We need to make sure that if a
spill does occur, that our employees" * *
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know that they need to evaluate the area
immediately. They need to notify the
appropriate health and safety personnel [Tr.
1349).

Gerald McEntee, International
President of the American Federation of
State, County and Mumcipal Employees
(AFSCME) stated that "because of the
constant potential for leaks orhigh EtO
exposure due to equipment failure, a
clearly drawn requirement for
emergency procedures will be an
essential fact of a new EtO standard"
(Tr. 364).

Few respondents specifically
addressed the issue of whether the
requirement should be limited in
coverage. However,. these respondents
expressed clearly the opinion that a
written plan should be required for all
employers regardless of their firm's size
or the number of their employees
potentially exposed (Exs. 11-17,.11-45).
One comment noted that OSHA has
already adopted general language for
emergency plans in section 29 CFR
1910.38(a). Employee emergency plans
and fire prevention plans. A cross-
reference to the general language has
been added to paragraph (h)(1)(iii) to
highlight the employer's obligation to
comply with all applicable standards.

Several respondents observed that
any emergency plan for EtO should be
incorporated into the facility's overall
disaster plan (Exs. 104, 125). There are
considerable advantages to such an
approach and, as suggested by the
commenters, this practice would
encourage periodic drills for EtO
emergencies as well as inservice
training programs. However, it should
be noted that OSHA is not requiring
employers to develop general disaster
plan under this final EtO standard. One
respondent (Ex. 125) commented that
many health care facilities' emergency
plans require notification of the local
fire department, and that fire
department personnel are often
uninformed of the hazards of EtO.
OSHA expects that employees will
provide non-employees such as fire
department staff with a copy of the
written emergency plan as well as this
standard (including Appendices A, B,
and C) when arranging for such non-
employees to assist in an emergency.

Several respondents felt that the term..emergency" was inadequately defined
(Exs. 7-1, 11-145, 103, 142), and some
proposed alternative definitions for
"emergency." For example, McEntee of
AFSCME and Hill of the International
Union of Operating Engineers [IUOE)
testified that an emergency should be
defined as any situation that nught
result in worker exposure to
concentrations of EtO that are

immediately dangerous to life or health
(IDLH) (Tr. 103, 364.) Although OSHA
agrees that such situations would
certainly constitute an emergency, the
Agency does not believe that the
information on human health effects is
adequate to define a precise numerical
IDLH (Hill recommends 800 ppm). In
addition, the health effects data suggest
that evacuation based on an IDLH level
alone would not provide adequate
employee protection against such effects
as irritation and sensitization. McEntee
and Hill also suggested evacuation of
the work area immediately if employees
smelled EtO [Tr. 364). Since EtO's odor
warning the threshold is about 700 ppm.
-and since tlus level is substantially
above levels identified as having
adverse health impacts, OSHA has
chosen not to use odor threshold to
define an EtO-related emergency. In
addition, as Hill points out, many
employees may not be particularly
sensitive to the smell of EtO (Tr. 103).
As defined in the final rule (see
definitions section of summary and
explanation above), the ter;n emergency
covers those unexpected occurrences,
such as a failure of control equipment,
that might produce a release of EtO of
sufficient size to produce significant
acute effects, including eye or
respiratory irritation.
Paragraph (i) Medical Surveillance

The final standard requires each
employer to institute a medical
surveillance program to be performed by
or under the supervision of a licensed
physician. Employees would be offered
medical examinations upon initial
assignment and annually thereafter
where EtO exposure is known or is
likely to be at or above the action level
for a total of at least 30 days in a year.
Medical surveillance is provided also to
employees exposed in an emergency
situation and to those who are
terminating employment in the EtO area.
Consultations and appropriate
examinations are to be made available
to employees who believe they are
experiencing signs or symptoms of
overexposure to EtO or who are
concerned about the effects of EtO on
their ability to conceive a healthy child.

The physician is given broad
discretion in selecting appropriate tests
for medical surveillance. This is
necessary to provide flexibility to the
physician should new procedures
become available that would help to
identify situations where an employee
has been placed at risk of chrome EtO-
related disease while the effects are still
reversible. Certain elements of medical
surveillance, including comprehensive
medical and work histories, a

comprehensive physical examination,
and a complete blood count may be
useful to detect otherwise unrecognized
overexposure, and these procedures are
therefore required under the standard,
Additional elements of the medical
surveillance section ensure adequate
communication among the employer, the
employee, and the physician, These
elements and the rationale for their
inclusions remain as stated in the
proposal.

Two substantial changes in medical
surveillance requirements were made as
the result of OSHA's review of
extensive public comment and
testimony. First, the suggested test for
chromosome damage, included in
proposed Appendix C, was deleted
because the results of such tests, as,
applied to an individual rather than a
group, cannot be interpreted. Second, to
ensure uniformity of medical
surveillance for all EtO workers, the
standard mandates certain elements for
all examinations. In the proposal, OSIIA
had not specified the type of
surveillance to be made available to
EtO-exposed employees. Instead, the
physician was referred to a
nonmandatory appendix, Medical
Surveillance Guidelines for Ethylene
Oxide. OSHA's analysis of comments
received on medical surveillance,
including responses to the supplemental
questions raised in the proposal, is given
below.

Medical surveillance programs are
considered by OSHA to be a proper
means of monitoring the adequacy of the
permissible exposure limits. To that end,
OSHA requested specific comment from
the public on the adequacy of the
proposed medical surveillance
requirements. Two important elements
to be considered were whether a proper
balance had been struck between
requirements and nonmandatory
guidelines and whether the tests
specified were appropriate.

Among the respondents, there was
little agreement on a proper medical
surveillance program. A few concurred
with the proposed plan (Exs. 11-45, 11-
61, 11-73,11-76, 85) and some felt that
medical surveillance, as provided, was
irrelevant to employee health concerns
(Exs. 11-64, 11-90, 11-92, 11-123, "rr. 310,
Tr. 1537). Many commenters stated that
a specific medical surveillance plan
should be mandatory and a part of the
standard language (Exs. 11-34, 11-42,
11-50.11-81, 11-91, 11-125, Tr. 1253, Tr.
1284, Tr. 1586). Those supporting this
view generally felt that without
mandatory tests, no uniformity of results
could be ensured. They considered this
to be a more important factor than the
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current lack of knowledge about what
constitutes adequate medical
surveillance for EtO-exposed
individuals. Others felt that medical
surveillance requirements should be left
to the discretion of the physician. These
groups argued that test
recommendations should not be
mandatory (Exs. 11-56,11-71,11-74, 11-
105,11-110,11-124,11-133, 11-137, 11-
138, 118,141-H, 142, Tr. 993, Tr. 997). In
general, larger compames with existing
comprehensive surveillance plans
favored a performance-oriented
standard permitting broad latitude to the
examining physician. Smaller facilities,
with few affected workers and no
existing program in occupational
medicine, tended to prefer mandatory
requirements.

The preamble to the proposed
standard indicated that information then
available to OSHA was msufficient to
justify specification of the precise tests
to be administered. The belief was
expressed that the examining physician
is best qualified to make this judgment.
The advantage to this approach is that it
permits the examining physician
flexibility to modify the medical
surveillance program as new
methodology and new information on
the toxic effects of EtO become
available. The disadvantage to this
approach is the potential for failure to
provide meaningful surveillance to EtO-
exposed workers. For example, one
Regional Admimstrator for OSHA
commented that "If the agency, with all
these resources available, is unable to
recommend a specific medical protocol,
how is an ordinary practicing physician
going to do any better? * * * If the
employers provide unfocused medical
examnnations and have no guidance on
interpreting or using the results, then the
employees concerned will gain no health
benefit" (Ex. 11-145].

In comments (Ex. 11-146] and
testimony (Tr. 320), NIOSH stated its
belief that the proposed medical
surveillance would not provide
additional protection to EtO-exposed
workers. They commented that:

the phrase "protective medical
monitoring of affected employees" implies
that we understand the mechanism of the
disease process and that as long as
physiological changes are detected at an
early stage they may possibly be reversed.
Unfortunately, the mechamsm of the disease
process is not completely understood
Specifically, the medical history solicits
information concerning symptoms related to
the eyes, blood fornung organs, lungs,
nervous system, reproductive system and
skin. Knowledge obtained by acquisition of
this information will not contribute to an
understanding of the long-term effects of EtO
exposure, nor is such information likely to

contribute to the protection of the individual
worker.

In response to questioning at the
OSHA hearings, Phillip Landngan, a
NIOSH physician, stated:

we are certainly not opposed In
general to the priciple that physical
examinations are good for workers and
probably convey general benefits to the
improvement of worker health. However. in
the case of specific examinations in order to
protect against disease or against hazardous
health effects which result from exposure to a
particular toxic agent, it's our considered
opinion that the tests that are done to screen
for adverse effects have to be worthwhile to
us or they shouldn't be here (Tr. 319--31).

Now. we have reviewed the proposals that
OSHA has put forth, including the latest
revision by Dr. Yodaikan for the medical
screening of workers exposed to EtO. and it's
our opinion that none of those tests are
worthwhile. None of those tests are likely to
detect the presence of cancer. None of those
tests are likely to detect the presence of
adverse reproductive effects in worhers at
some early stage in which medical
intervention would be worthwhile. And
consequently, we cannot support the
inclusion of hematological tests, tests of the
immune function, tests of liver function in the
proposed standard.

This testimony represents a shift from
NIOSH's stated position in 1931. In a
Current Intelligence Bulletin sent to
OSHA by NIOSH as an attachment to a
the Institute's comments (Ex. 11-146).
the following position was taken on
medical surveillance for EtO workers.

A medical surveillance program should
be made available that can evaluate

both the acute and chronic effects of EtO
exposure. Effects such as upper respiratory
irritation, dermatitis, or other forms of
sensitization and irritation should alert
management that unacceptable acute
exposure to EtO may be occurring. A careful
history with emphasis on the reproductive
history should be done initially and updated
yearly. In addition, an evaluation of chronic
effects would require that an examination
give particular attention to the hcmatological,
neurological, and reproductive systems.
Unusual findings for a wor%er should prompt
medical personnel to consider specific test
(eg. cytogenetic anulysis) for the ndividual.

Comments that specific medical tests
now available are not adequate to
identify potential long-term effects of
exposure to EtO must be given serious
consideration. For example, the
increased incidence of cancer in animals
exposed to EtO, coupled with several
reports of cases of leukemia in workers
exposed to Ete, is sufficient to conclude
that humans exposed to excessive
concentrations of EtO are at risk of
developing cancer, in particular
leukemia. This information alone is
inadequate to give any assurance that
humans are at risk only with respect to

leukemia or even to leukemia plus the
other types of cancer seen in animals.
Even if all cancer sites were known,
clinical tests now available would be
inadequate screening tools for cancer.
As NIOSH stated:

*these findings (from medical
monitonng) could not be used * to
predict the likelihood of development of
cancer or adverse reproductive effects or to
protect the worker from the development of
those effects. On the other hand, in the event
of an exposure to a high concentration of
EtO, the immediate exam nght include the
elements described by OSHA (Ex. 11-1461.

However, based on the entire record,
OSHA is convinced that, to the extent
possible, medical surveillance
requirements for EtO should be
mandatory. This will ensure that EtO
workers exposed for 30 or more days a
year at or above the action level receive
reasonably uniform protection. Thus, the
medical surveillance requirements
described below focus not on cancer,
but on treatment of EtO emergencies
and identification of persons who
appear, medically, to have been
overexposed to EtO.

Although views vere divided on
whether specific exams should be
mandatory elements of the standard or
be included in the appendices, several
groups presented written testimony on
what they considered appropriate
testing for EtO workers. For example,
the American Hospital Association,
while in favor of nonmandatory tests
(Ex. 154), stated that annual medical
exams should be available and should
include a complete physical, blood cell
counts, and urnalysis. Chest X-rays
every 5 years were recommended and
the essential nature of a medical exam
for EtO workers if they received
accidential excess exposure was
stressed (Ex. 104). John Venable,
testifying for the Ethylene Oxide
Industry Council, recommended
biannual health histories and blood
chemistries and annual hematology in
establishing an EtO medical
surveillance program (Tr. 997--993]. The
3-M Corporation also stated a
preference for a performance-oriented
medical surveillance program, but felt
that appropriate testing should include a
general history, physical exam, and
routine hematology and blood chemistry
(Ex. 146).

In testimony for the Ethylene Oxide
Industry Council, Lawayna Stromberg
made recommendations based on a
Canadian Task Force report (Ex. 85, Tr.
985-995). He concluded that annual
exams would be inappropriate for
monitoring illnesses with a long latent
period in persons early in their work
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history. For younger workers he
recommended exams every 5 years.
Exams for EtO workers would include a
history oriented to the exposure
situation, follow-up with appropriate
tests if the physician discovered any
problems, and a complete blood count
(CBC) based on the risk of the particular
occupation.

Several groups recommended that
mandatory testing be made part of the
standard. Among the several
recommendations were those of the
Amalgamated Clothing and Textile
Workers Union (ACTWU) and the
American Federation of State, County
and Municipal Employees (AFSCME)
which testified that hematologic exams
should be patterned after those in the
benzene standard and that employees
exposed to EtO in the past should
continue to be offered medical
surveillance (Exs. 44, 101, Tr. 1285).
Jeanne Stellman, a physician from the
Women's Occupational Health Center,
testified in favor of making a complete
physical and blood cell counts
mandatory and leaving additional
clinical procedures to the discretion of
the physician (Ex. 117).

The AFL-CIO requested that specific
and uniform medical requirements
include a complete medical and work
history with specific emphasis directed
to symptoms relating to the eyes, the
blood-forming organs, the lungs, the
neurological and reproductive systems,
and the skin; a reproductive history; a
physical exam emphasizing the same
elements as the history; and a CBC with
white cell count, differential,
hemoglobin and hematocrit (Ex. 112).
Although Dr. Landrigan of NIOSH
opposed most testing for EtO on the
grounds that it would not detect adverse
effects at an earlyostage permitting
medical intervention, he testified in
favor of including examination of the
neurological system on the basis that
diseases of this system are only slowly
progressive (Tr. 321). The AFSCME
believed that Appendix C should
include not only information on
neurotoxicity but on delayed effects,
sensitization, and cataractogenesis as
well (Ex. 44).

OSHA's Office of Occupational
Medicine also testified at the hearings in
support of mandatory medical
surveillance. Dr. Ralph Yodaiken, the
physician who heads that office, stated
that EtO-related exams should include a
CBC, an annual comprehensive medical
and occupational history, and an annual
comprehensive physical examination.
He also asked that other elements
relating to respirator use be included
(Tr. 801).

Although they did not provide
testimony supporting mandatory testing
for EtO workers in general, the
American Hospital Supply Corporation
conducts an extensive medical
surveillance program for its employees
who work with EtO (Ex. 145). Their
recommendations involve medical
evaluation, including elicitation of a
careful family history, reproductive
history and past medical events and
laboratory assessment of possible
documentable effects on health,
including possible effects on the blood,
liver, reproductive organs, respiratory
tract and basic cellular structure. They
have also considered conducting a
cytogenetic monitoring program and
have on occasion medically removed
employees from further EtO exposure on
the basis of such tests (Ex. 145).

Based on a review of the total record,
OSIA concludes that specific tests
should be mandated as part of the
standard's medical surveillance
program. These tests are designed to
detect and consequently to prevent
inadvertent or otherwise unrecognized
excessive exposure to EtO. Alone, the
tests will not prevent or even detect 6ll
potential adverse consequences of EtO
overexposure. However, coupled with
employer action to eliminate exposure
situations identified through the medical
examinations, they will, despite these
limitations, greatly reduce the risk of
chronic effects.

One basic element of any medical
surveillance plan for EtO workers is a
medical and work history. These
histories should focus on the collection
of information that would indicate the
worker is being overexposed to EtO.
Episodes of nausea, vomiting and
headaches, or a "peculiar taste" may
suggest that acute exposure has
occurred. Delayed effects might include
pulmonary edema, drowsiness,
weakness and incoordination. A history
of burns or blistering of the skin, brown
pigmentation, or irritation of the eye
may also be an indication of
overexposure to EtO (Ex. 2-5). A
thorough reproductive history for
employees of childbearing age, updated
regularly, is essential given the data on
EtO's adverse effects on both male and
female reproduction. This history should
elicit information on stillbirths,
miscarriages, past attempts at
conception, and present reproductive
status.

To complement the medical and work
histories the attending physician must
perform a comprehensive physical with
special emphasis on the same organ
systems. To accomplish this task, the
physician must be knowledgeable of the

signs and symptoms of EtO
overexposure. In addition, the physician
must be capable of counselling
employees who wish to conceive on tho
risks of exposure to EtO. For reasons
discussed in a later section, the
physician must make available tests for
fertility and pregnancy, as needed, if
requested by a potentially affected
employee. The advantages to offering
these tests if the employee is sufficiently
concerned far outweigh the criticisms of
these tests received by OSHA.

Review of the record indicates several
reasons for inclusion of a complete
blood count (CBC) as a routine
requirement for EtO-exposed workers.
The study of Ehrenberg and Hallstrom
(Ex. 2-38) shows a number of
hematologic changes in active
employees exposed to EtO. It also gives
evidence to suggest that these effects
may occur even when exposure is brief
but intense. Inclusion of the CBC as a
requirement is virtually
noncontroversial. As stated by
Stromberg of the Ethylene Oxide
Industry Council, "a CBC is clearly
justified by the risk of the particular
occupation" (Ex. 85).

Some employees not ordinarily
exposed to EtO may briefly encounter
exposure to EtO unrelated to their
assigned work. A cut-off point is needed
for the required medical surveillance
program, since it would not be practical
to require medical surveillance for every
employee regardless of duration of
exposure. The surveillance period
selected must be sufficiently inclusive
but not administratively impractical.
From OSHA's experience in the
inorganic arsenic and coke oven
proceedings and from testimony and
public comment on the EtO proposal, the
Agency has determined that 30 exposure
days per year is an appropriate point for
including employees in the medical
surveillance program. However, worker
rotation shall not be used as an
administrative convenience to deprive
workers of medical surveillance or of
the protection afforded by any other
provisions of the standard.

The standard requires the employer to
provide examinations to any employee
exposed to high EtO concentrations
under emergency conditions, Although
there is little uncertainty about the long-
term effects of high short-term
exposures, it appears prudent to monitor
such affected employees in light of
existing health data.

On the basis of OSHA's evaluation of
public response to specific questions
raised in the proposal, medical
surveillance is also being made
available to employees when they

i I |
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terminate their employment or transfer
to another job assignment not involving
EtO exposure. The scope of this
examination is determined by the
physician. For the same reason,
employees who believe they are
suffering from signs or symptoms of
overexposure to EtO may request an
interim evaluation by a physician.

The final standard requires that a
medical surveillance program provide
each covered employee with an
opportunity for a medical examination.
All examinations and procedures are to
be performed by or under the
supervision of a licensed physician and
be provided without cost to the
employee. Clearly, a licensed physician
is the appropriate person to be
supervising and evaluating a medical
examination. However, certain parts of
the required examination do not
necessarily require the physician's
expertise and may be conducted by
another person under the supervision of
the physician.

Several commenters raised questions
concerning the adequacy of the coverage
of medical surveillance. AFSCME, in
noting that medical surveillance ignores
past exposure, recommended changes in
the language to provide for continued
medical surveillance if workers have
been exposed in the past but become
reassigned to other work by the same
employer (Ex. 44). Cited as precedence
were § 1910.1018(1)(i](B] of the arsenic
standard and § 1910.1029(j)(3)(iii] of the
coke ovens emissions final rule. In
arguing for extended coverage for
medical surveillance, the ACTWU
pointed out that at one plant only 24 of
its members were currently exposed to
EtO but that 84 union members and 24
management personnel had received
previous EtO exposure (Ex. 101, Tr.
1284). The AFL-CIO also expressed the
opinion that specific medical
surveillance should be provided to all
formerly exposed as well as presently
exposed employees (Ex. 112).

Although the concerns expressed by
these commenters are realistic, the
present state of knowledge about EtO's
long-term effects on humans is
insufficient to warrant a requirement for
medical surveillance of previously
exposed employees. The evidence
suggests that EtO may cause leukemia,
as well as cancer in other organs.
However, present knowledge is
inadequate to identify an EtO-related
preleukemiG state in employees and
former employees. Thus, medical
intervention would occur at a late stage
in the development of the disease. In
addition, cancer in animals was not
limited to leukemia, and available

information at this time does not even
begin to address whether other tumors
seen in animals or even unrelated
tumors are also likely outcomes of EtO
exposure in humans. Thus, a meaningful
medical surveillance program directed
at detecting chronic effects, as would be
needed for formerly exposed employees,
cannot be devised at this time.

The employer is required, in
paragraph (i)(3), to provide the
physician with the following
information: a copy of this standard and
its appendices; a description of the
affected employee's duties as they relate
to the employee's exposure level; the
employee's representative exposure
level or anticipated exposure level; a
description of any personal protective
equipment and respiratory equipment
used or to be used; and information from
the employee's previous medical
examinations which is not readily
available to the examining physician.
Making tis information available to the
physician will aid in the evaluation of
the employee's health in relation to his
or her assigned duties and fitness to
wear personal protective equipment
when required.

The employer is required to obtain a
written opinion from the examing
physician containing the results of the
medical examinations; the physician's
opinion as to whether the employee has
any detected medical conditions which
would place the employee at increased
risk of material health impairment from
exposure to EtO; any recommended
restrictions upon the employee's
exposure to EtO or upon the use of
protective clothing or equipment such as
respirators; and a statement that the
employee has been informed by the
physician of the results of the medical
examination and of any medical
conditions which require further
explanation or treatment. This written
opinion must not reveal specific findings
or diagnoses unrelated to occupational
exposure to EtO, and a copy of the
opinion must be provided to the affected
employee.

The purpose in requiring the
examining physician to supply the
employer with a written opinion is to
provide the employer with a medical
basis to aid in the initial placement of
employees and to assess the employee's
ability to use protective clothing and
equipment. The requirement that an
employee be provided with a copy of the
physicians written opinion will ensure
that the employee is informed of the
results of the medical examination. The
purpose in requiring that specific
findings or diagnoses unrelated to
occupational exposure to EtO not be

included in the written opinion is to
encourage employees to take the
medical examination by removing any
concern that the employer will obtain
information about their physical
condition that is unrelated to present
occupational exposures.

In addition to raising the question
about the adequacy of the medical
surveillance requirements, OSHA
requested public response on a number
of related issues. Specifically, OSA1-
asked for comment on the
appropriateness of the inclusion of
genetic screening chromosome analysis,
male fertility testing and pregnancy
testing for some employees. The
possibility of providing medical removal
protection for employees wishing to
procreate was also raised. OSHA also
sought public comment on whether the
coverage of employees under medical
surveillance should be expanded to
include exams following emergencies, at
termination of employment, and for
employees who believe they are
suffering from symptoms associated
with EtO overexposure. In view of
OSHA's uncertainty as to what
constitutes an appropriate physical
examination, the possibility of including
a multiphysician review mechanism m
the EtO standard was also addressed in
the questions to the public.

As part of the proposed
nonmandatery Appendix C-Medical
Surveillance Gudelines for Ethylhne
Oxide, OSHA recommended screening
for chromosomal damage. Almost all
public comments including those from
trade associations, unions,
manufacturers, suppliers, users, and
government agencies agreed that routine
chromosome screening is inappropriate
and should not be mandated by the
standard (Exs. 11-19,11-48,11-54,11-
56,11-44,11-67,11-68,11-74, 11-76, 11-
88, 11-93, 11-102, 11-105, 11-110, 11-111,
11-128,11-131,11-133,11-135 to 11-139,
11-142,11-143,11-146,11-157 85, 99,
101,112,135,152, Tr. 1285,1049,453, 494,
893, 1588). The Office of Occupational
Medicine at OSHA also testified against
the use of chromosomal screening i the
medical surveillance programs for EtO
(Tr. 801).

In a raview of the EtO proposal submitted
to O3HA. NIOSH stated:

Exposure to EtO can result in chromoszmal
abnormalities and increased frequencies of
sister chromatid exchanges; however, as of
yet NIOSH know.s of no data that correlates
these eifects to the manifestation of cancer or
adverse reproductive effects in an indivdua-L
The chromosome studies of an individual
sugested by OSHA are not likely to
provided this information. Ability to detect
such damage is limited and the disease can
be manifested in the absence of detectable
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chromosomal damage. Conversely, the
presence of detectable chormosomal damage
does not appear to provide a firm basis for
predicting the likelihood of an individual
demonstrating a tumorigenic response.
Despite this uncertainty we believe that the
identification of such changes in groups of
workers is cause ior concern about their
continued well being, but is not appropriate
for inclusion in a standard for EtO (Ex. 11-
140].

In a letter to R.C. Barnard of the
Ethylene Oxide Industry Council (Ex.
49), J.W. Grisham of the University of
North Carolina stated that:

information from chromosomal
analysis on a population of workers exposed
to ethylene oxide could not be used to predict
future risk of chronic disease. Chromosomal
aberrations are not now a scientifically valid,
cost effective means to screen populations of
workers for extent of exposure to EtO or for
assessment of risk of future development of
chronic disease. Evaluation of SCE
technically is less demanding and cheaper to
perform but not correlated with any disease
outcome.

Patterson, in testimony for the Health
Industry Manufacturers Association (Ex.
90) and Stromberg for the Ethylene
Oxide Industry Council (Ex. 85, Tr. 993)
stressed the still experimental nature of
cytogenetic testing. Patterson stated,
"Cytogenetic testing is a complex
research tool. In its present state of
development, it is not an accepted
clinical test for evaluating individual
EtO exposures" (Ex. 90). Stromberg
stated that there is "no basis for
assuming that cytogenetic testing could
assist us in identifyingworkers who as
individuals would have predilection for
developing malignant disease. Cytologic
testing would not allow us to classify or
segregate workers in this way and
therefore would serve no useful
purpose" (Ex. 85).

Although the Health Industry
Manufacturers Association stressed that
the foremost reason for rejecting
cytogenetic screening is that the findings
cannot be used to predict individual risk
of adverse health effects, the
Association gave several other reasons
to support its position (Ex. 152). These
included the need carefully to control
cytogenecity studies with large and
well-matched populations, the expense
of the test, and the limited number of
laboratories presently capable of doing
acceptable work.

The AFL-CIO concurred in not
recommending chromosomal tests for
routine surveillance. They commented
that "from our understanding of genetic
monitoring for chromosomal
abnormalities, it does not appear that
such test conditions and analyses on an
individual basis provide any information
on the effects of exposure that can be

meaningfully interpreted" (Ex. 112). The
United Steelworkers of America
(USWA) without taking a direct position
on chromosomal screening suggested
that such testing might be used to screen
out workers at preemployment and
periodic surveillance examinations (Ex.
11-46).

On the basis of the complete record,
OSHA finds that exposure to EtO has
caused an increase in chromosome
damage in groups of workers exposed to
this substance. However, there is no
quantitative basis to compare
chromosome damage with exposure, so
that such measurements would not
provide an index of exposure for the
individual worker. Furthermore, it is
presently not possible to determine on
the basis of preemployment examination
of chromosomes those employees who
will be at highest risk of subsequent
health effects if exposed to EtO. Finally,
it is not possible to determine in an
individual the increased risk of
developing cancer or reproductive
problems on the basis of a series of test
results of chromosomal screening taken
over a period of time. Therefore, OSHA
has imposed no requirement for
cytogenetic testing and has deleted
reference to testing for chromosomal
damage from the nonmandatory
Appendix C. The possible usefulness of
this test as followup to an emergency
exposure was not explored in the
rulemaking and consequently no
position is taken in the standard on this
issue.

In the general questions
supplementary to the proposed rule,
OSHA asked for comments on whether
medical removal protection (MRP)
including maintenance of earnings,
seniority, and other benefits and
employment rights should be provided
for employees removed from exposure
to EtO because they wish to procreate
and, if so, under what circumstances.
This question received considerable
public response, with employee
representatives supporting MRP
generally in the broadest sense (Exs. 11-
152, 44, 101, 112, Tr. 1254, 1588). With
some exceptions (Exs. 11-34, 11-88, 11-
102, 11-107), employers and industry
associations were opposed to mandating
any form of MRP (Exs. 11-25, 11-47 11-
57 11-108,11-110, 11-131, 11-133, 90,
142, 152, 154, Tr. 452).

The most far reaching position taken
in support of MRP was that of AFSCME,
which recommended up to 15 months of
medical removal every three years for
men and women wishing to procreate
and additional removal benefits for
pregnancy. AFSCME based its position
on an evaluation of adverse effects,
which caused this union to take the

position that EtO levels as low as 0.5
ppm present a probable reproductive
danger for both men and women.
AFSCME also noted that emergency
exposures would remain possible under
any standard (Ex. 44). AFSCME did not
address the potential economic
consequences associated with
implementation of its recommendations.

The AFL-CIO did not support a 1 ppm
TWA, and consequently took the
position that "there are situations when
temporary removal of workers will be
advisable to protect against
reproductive risk, particularly if the final
standard sets a I ppm PEL" (Ex. 112).
However, the AFL-CIO also observed
that at present no clear-cut
determination can be made as to which
situations warrant removal from
exposure, and the union recommended
that MRP be based on a medical
determination. Although the AFL-CIO
provided no detailed analyses, it stated
that, based on experience with the much
broader removal requirements under the
lead standard, a limited voluntary
removal program for EtO-exposed
workers would be feasible (Ex. 112).

The public responses received do not
provide OSHA with arguments sufficient
either to support or refute the need for
MRP m an EtO standard. There is no
evidence in the EtO record that a wage
guarantee requirement for EtO would be
reasonably necessary for the
achievement of a safe and healthful
work environment. Furthermore, the
effects of exposure to EtO are not highly
reversible, as evidenced by the
persistence of chromosomal aberrations
after the cessation of exposure, and the
record contains insufficient evidence to
indicate that temporary removal would
provide long-term employee health
benefits. For these reasons, OSHA is not
including mandatory MRP in the final
standard.

In view of the uncertainty as to what
constitutes an appropriate physical
examination, OSHA requested public
comment on whether a multiphysiclan
review should be required. In the lead
standard, where a three-stage review
process is mandated, multiphysician
review was justified on the basis of the
increased probability that such a review
would facilitate the correct diagnosis of
lead-related disease. This was so
because the inherent biological
variability of lead disease meant that no
one medical specialty was uniquely-'
suited to diagnose it and that many
company physicians had difficulty
recognizing it.

OSHA received comment that
multiphysician review is essential to
ensure employee cooperation and
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confidence, but evidence given to
support this position was testimony
from the record of the lead standard,
where an extremely different picture
emerged in the record as compared to
that for EtO (Ex. 101, Tr. 285). In the EtO
rulemaking, employers and their
associations overwhelmingly considered
multiphysician review inappropriate
(Exs. 11-25,11-47 11-48,11-57 11-67
11-68, 11-71,11-8,11-105, 11-110, 11-

131,11-133, 11-148,152,154]. For
example, the American Hospital
Association stated that "there is no
evidence to support a finding that
company physicians lack medical
sophistication to detect the subtle and
illusive signs of diseases m health
impairments associated with exposure

-to EtO" (Ex. 154). However, NIOSH
presents the most convincing argument
against mandatory multiphysician
review: "NIOSH does not believe that
the uncertainty described by OSHA can
be resolved by a multiphysician review
since the uncertainty arises from the
interpretation and not the performance
of such tests" (Ex. 11-146). OSHA agrees
that multiphysician review cannot
compensate for the underlying problem,,
-i.e., the lack of medical tests that give an
early warning of most EtO-related
chronic diseases, and multiphysician
review is not included in the final
standard.

Two questions raised by OSHA
proved to be noncontroversial. One
question addressed the issue of offering
-interim medical examinations to
employees who believe they are
suffering from symptoms associated
with EtO exposure. The other question
asked if it would be appropriate for the
standard to require that employers offer
medical examinations at the termination
of employment. Of the few responses
received, support for the provision of
exams at termination greatly
outweighed any negative replies (Exs.
11-25,11-28,11-34,11-47 11-48,11-68,
11-102, 85, Tr. 999). Several respondents
.affirmatively addressed the question of
providing interim exams upon employee
-request (Exs. 11-34,11-67 11-68,11-102,
11-146). NIOSH, however, also stated
that:

* * the employee should be informed
that such an examinatidn cannot with any
certainty predict the likelihood of a
carcinogemip or adverse reproductive
response and that workers should also be
informed that the results will not'provide a
basis for medical intervention that will
protect the worker's health (Ex. 11-148).

However, OSHA believes that the
interim examination will serve purposes
other than that noted by NIOSH. For
'example, an examination may be
needed to assess and alleviate the acute

effects of EtO exposure. This may, in
turn, indicate that a leak or some other
source of high transient EtO levels
needs to be repaired or corrected.

In the final standard, OSHA has
incorporated provisions for interim
medical exams and for examinations at
termination of employment. After the
employee has terminated his or her job
m an EtO exposure area, the employer
has no further obligation under this
standard to provide medical
surveillance.

Interim exams are required to ensure
that employees have access to a
physician if a hazardous situation has
been recognized. This obligation
parallels the requirement that employers
provide medical services for employees
potentially overexposed in an
emergency. Through training required in
other sections of the standard,
employees should become competent in
recognizing the signs and symptoms
associated with overexposure to EtO.
Thus, medical intervention may be
needed when the employee believes that
a problem is occurring. The cost-
effectiveness of the standard's approach
is ensured because the physician
performs only those tests he or she
deems necessary based on the
employee's complaints.

OSHA asked for public comment on
whether fertility testing and pregnancy
testing should be provided as a part of
routine physical examination for
employees exposed in emergency
situations, and for persons wishing to
procreate. Evidence available from both
human and anmal studies gave strong
indication of both male and female
reproductive effects. Despite this
evidence, many commenters were
opposed to providing fertility tests or
pregnancy tests particularly as part of
the routine physical examination (Exs.
71-25, 11-64, 11-71, 11-8 11-110, 11-

124,11-128, 11-131, 11-133,152).
Reasons for rejecting these two tests
generally fell into two categories. Some
participants contended that evidence of
EtO's effects on reproduction, at least at
the proposed PEL, was inadequate,
making medical surveillance
meaningless. Others found the proposed
tests i.e., for male fertility, to be too
unreliable. In rejecting the inclusion of
these tests in the standard, NIOSH
stated "we do not believe that sperm or
pregnancy test results obtained from
individual workers will provide
meaningful diagnostic information. As
with genetic screening, we believe that
sperm test results are currently only of
value for interpreting effects of EtO
exposure on an entire population!' (Ex
11-146].

Consideration of the interests of the
idividual employee leads OSHA to
disagree with NIOSH's position. at least
in part. Certainly, pregnancy test results
are not unreliable. For a female
employee, knowledge of her pregnancy
can lead to careful medical maintenance
and precautions on the part of the
employee and management to nmmize
exposure throughout her pregnancy. For
men and women, results of fertility tests
may not be conclusive and even
indication of a problem would not
necessarily implicate EtO as the sole
cause. However, repeated reproductive
failure coupled, for example, with a low
sperm count, sperm morphology and
sperm motility in the male might serve
as indicators to decrease exposure to
EtO as much as possible, especially if
other signs or symptoms of
overexposure to EtO are evident. Thus,
to be consistent with the Agency's
position in the lead standard
(§ 1910.1025). and in response to the
record evidence in support of this
option, OSHA is requiring that fertility
tests and pregnancy tests be made
available to potentially affected
employees who specifically request
them when the physician concurs in the
need for the testing. Abusive of frivolous
application of this section will be
avoided by requiring the physician to
approve requests for fertility and
pregnancy tests.
Paragraph 6F) Communicatdon of EO
Hazards to Employees

OSHA has combined the requirements
from several proposed paragraphs into a
new paragraph I) in the final rule
entitled "Communication of EtO
Hazards to Employees:' These
requirements ensure that information
about the hazards of EtO wili be
transmitted to employees through the
use of: (1) Signs and labels, (2] material
safety data sheets, and (3) information
and training. The proposed standard for
EtO included requirements addressing
signs and labels and information and
training in two separate paragraphs.

Since OSHA's proposed rule for EtO
was published on April 21.1983, OSHA
promulgated a final rule on Hazard
Communication (48 FR 53280. November
25,1933) (29 CFR 1910.1200). That
standard requires that chemical
manufacturers and importers assess the
hazards of the chemicals they produce
or import. Employers having workplaces
in the manufacturing industry sectors
(Standard Industrial Classification (SIC)
codes 20 through 39) are required to
provide information to their employees
concerning the hazards of chemicals
used in the workplace. Chermcal hazard
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information is to be transmitted to
employees " * * by means of
comprehensive hazard communication
programs, which are to include
container labeling and other forms of
warning, material safety data sheets and
employee training" (§ 1910.1200(a)(1)).

The purpose of reformatting
paragraph (j) in this final EtO standard
is to avoid repeating the requirement in
§ 1910.1200 and to ensure consistency
with that standard. OSHA wishes to
point out, however, that the Hazard

Communication standard only applies to
employers with workplaces in the
manufacturing industry sectors (SIC
codes 20 through 39). For these and
other sectors, however, paragraph (j) of
OSHA's final rule for EtO provides that
EtO labels must meet the criteria set
forth in § 1910.1200 all facilities covered
by the EtO standard.

Signs and Labels. The final rule for
EtO requires that regulated areas be
demarcated by posting legible signs that
bear the following legend:

DANGER
ETHYLENE OXIDE
CANCER HAZARD AND REPRODUCTIVE HAZARD
AUTHORIZED PERSONNEL ONLY
RESPIRATORS AND PROTECTIVE CLOTHING MAY BE
REQUIRED TO BE WORN IN THIS AREA

OSHA intends the posting of these sign:
to serve as a warmng to employees who
may otherwise not know they are
entering q regulated area. Such warning
signs are required to be posted
whenever a regulated area exists, that
is, whenever occupational exposures are
likely to exceed the PEL. For some work
sites, regulated areas are permanent, for
example, in areas where engineering
controls cannot reduce exposures to or
below the PEL. In such situations, signs
are necessary to warn employees not to
enter the area without adequate

.respiratory protection and unless
authorized to do so.

Warning signs are also required to
designate temporary regulated areas,
e.g., when maintenance or repair
activities create a situation where
occupational exposures could exceed
the PEL. Warning signs are important in
this situation because they will help to
prevent the unnecessary exposure of
employees who may not be aware that
an area temporarily contains high levels
of EtO.

The standard also requires that
containers of EtO be labeled with the
legend:

CAUTION
CONTAINS ETHYLENE OXIDE
CANCER AND REPRODUCTIVE HAZARD

and with a statement warning against
breathing airborne concentrations of
EtO.

The signs and labels requirements
discussed above are consistent bolh
with Section 6(b)(7) of the OSH Act,
which prescribes the use of labels or
other appropriate forms of warning to
apprise employees of the hazards to
which they are exposed, and with the
requirements of OSHA's Hazard
Communication rule, 1910.1200(fj.

Employee representatives supported
the inclusion of a requirement in
OSHA's final EtO rule mandating that
signs and labels warn workers of the
health hazards of EtO (Exs. 4-19, 4-26,
4-52). Although industry representatives
generally agreed that employees should
be warned about the hazards of EtO,
several commenters objected to
including information about the
reproductive hazards of EtO exposure
on the signs and labels (Exs. 11-25, 11-
57 11-74, 11-101, 11-136). These

participants also believed that the
words "cancer and reproductive
hazard" were alarnung and inaccurate
(Exs. 11-25, 11-57 11-74, 11-101, 1-
136).

The EOIC contended that "there is no
sufficient basis upon which to require ,

that signs and labels bear a warning
regarding reproductive hazards and only
a warning of potential cancer hazard
should be required" (Ex. 11-57). The
EOIC explained that "the only human
study * * that has linked exposure to
EO with reproductive effects is the
Hemminki study * * * that study has
methodological shortcormngs and does
not establish that EO is in fact a
reproductive hazard. At best, it suggests
that further research may-be warranted"
(Ex. 11-57]. The EOIC stated also that
the animal studies submitted to OSHA's
rulemaking docket for EtO are " * *
insufficient (evidence) to support the
requirement of a reproductive effects
warning" (Ex. 11-57). On the subject of

EtO's carcinogenicity, the EOIC
concluded that the evidence in man is
uncertain and therefore "* * * the use
of the word 'potential' provides a more
accurate description of the scientific
knowledge regarding the possible
carcinogenic hazard posed by EO" (Ex.
11-57).

The purpose of signs demarcating
regulated areas and of labels on
containers warning employees of the
hazards of chemicals is to alert workers,
in clear and concise language, to the
possible adverse effects of exposure to
chemicals. Signs and labels are not
meant to be judgments on the quality of
the scientific evidence pertaining to the
health effects of hazardous chemicals.
OSHA believes that the scientific
evidence discussed above in the Health
Effects section of the preamble Is
sufficient to warrant a clear and strong
warning on signs and labels designed to
alert workers to EtO's reproductive and
carcinogenic effects. In addition, the
language on the signs and labels
required by this standard is consistent
with that used by the Agency in several
other rulemakings involving carcinogens
(Acrylonitrile, 29 CFR 1910.1045,
Inorganic Arsemc, 29 CFR 1910.1018;
Coke Oven Emissions, 29 CFR 1910.1029
Ethylene Dibromide, 4&FR 45950,
October 7 1983).

The proposal's labeling requirement
did not apply "where EtO is used as a
pesticide, as such term is defined in the
Federal Insecticide, Fungicide and
Rodenticide Act (FIFRA) (7 U.S.C. 130 et
seq.) when * * * (EtO) is labeled
pursuant to that Act and regulations
issued under that Act by the
Environmental Protection Agency" (48
FR 17312, April 21, 1983). At the time the
proposal was published, there was
concern that OSHA's labels might
conflict with information required on
labels of pesticide products regulated by
the Environmental Protection Agency
under FIFRA. OSHA has since
determined that the label required by
the final EtO standard does not conflict
with EPA labels underFIFRA. OSHA
and EPA will continue to coordinate
their activities when regulating
hazardous chemicals in an effort to
avoid conflicts.

The EOIC (Ex. 11-57) requested that
OSHA clarify whether or not tank cars
are exempt from the container labeling
requirement. The EOIC suggested that
"if the word 'container' Is construed to
include tank cars, the OSHA
requirements may conflict with
regulations imposed by Department of
Transportation" (Ex. 1-57).

Tank cars are not exempt from the
final standard's container labeling
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requirement. OSHA believes it is
important that employees involved in
the loading and unloading of tank cars
are aware of the health hazards
associated with Eta exposure to ensure
that they take precautionary and
protective measures. OSHA has
examined its labeling requirements for
EtO and has determined that they do not
conflict with Department of
Transportation regulations under the
Hazardous Materials Transportation
Act, 49 U.S.C. 1801 et seq.

Material Safety Data Sheets.
Paragraph (j) of the final rule for EtO
also regquges that manufacturers or
importers of EtO obtain or develop
material safety sheets (MSDS's) for EtO
and make them available to their
employees, in accordance with OSHA's
Hazard Communication standard (29
CFR 1910.1200(g)]. The Hazard
Communication rule establishes
"uniform requirements for hazard
communication in one segmerit of
industry, the manufacturing division"
[48 FR'53281, Nov. 25,1983). Paragraph
(g) of the Hazard Communication rule
specifies what information must be
included in MSDS's.

Although the Hazard Communication
standard applies to most facilities that
will be affected by the EtO standard
(SIC's 20-39), many EtO-using
workplaces (e.g., hospitals, museums,
libraries) are not included in the scope
of the-Hazard Communication standard
as it applies to the MSDS. However,
most of the information contained in a
MSDS is also included re.the appendices
to the Eta standard. Since paragraph (j)
of the final rule for Eta requires all
affected employers to provide copies of
the EtO standard and its appendices to
their employees, OSHA believes that all
employees potentially exposed to EtO
will, in fact, be adequately apprised of
the hazard associated with EtO. Thus,
OSHA does not explicitly require
manufacturers to send MSDS's to
downstream users outside SIC's 20-39.

Information and Training. The final
Eta standard requires affected
employers to provide a-training program
for all employees expected to be
exposed to airborne Eta at or above the
action level of 0.5 ppm. The training
requirement in the standard is patterned
after OSHA's Hazard Communication
standard (29 CFR 1910.1200(h) (1) and

_(2)).
Information and training are to be

provided at least annually-to employees
when they are initially assigned to a
work station where there is a potential
for exposure to Eta to be at or above
the action level. Information required to
be provided to potentially exposed
employees includes an explanation of

the requirements of the Eta standard;
identification of operations in the work
area that contain Eta; and the location
and availability the Eto final rule. The
required elements of the training
program, as specified in 29 CFR
1910.1200(h)(2), include: methods and
observations that may be used to detect
the presence or release of EtO; the
physical and health hazards of Eta; the
measures employers must take to
protect employees from EtO hazards;
and the details of the hazard
communication program developed by
the employer. Employers covered by the
scope of the final EtO standard must
also provide their EtO-exposed
employees with an explanation of the
contents of the EtO standard and its
appendices. In addition, the medical
surveillance program required by the
Eta standard must be described to
affected employees.

Training and information
requirements are routine components of
OSHA health standards and are
required by section Ofb)(7) of the Act,
and their inclusion reflects the Agency's
conviction that informed employees are
essential to the operation of any
effective occupational health program.
OSHA believes that informing and
training employees about the chemical
hazards to which they are e'posed will
contribute substantially to reducing the
incidence of occupational diseases
caused by current exposure conditions.
In addition, training serves to reinforce
information presented to employees
through the written media of labels and
material safety data sheets required by
the other communication provisions of
this paragraph.

Many commenters strongly endorsed
the inclusion of information and training
provisions in the final rule (Es. 4-32.4-
33a. 4-52,4-54.11-33. 11-34.11-36,11-
38, 11-77 104). Commenters representing
hospitals particularly stressed the
importance of training for sterilizer
operators (Exs. 4-32.11-36,11-33. 11-34,
11-38,11-77 104). For example. Neil
Danielson, Central Service Manager of
the Wesley Medical Center, stated that:

Part of our education programs
includes informing our personnel that EO is a
toxic substance and that it has mutagentc
effects " Training requirements for
operators of sterilization equipment
includes competency in performance
evaluation and review by the superisor v, ith
the operators prior to assignment to
sterilization procedures (Ex. 11-30).

The American Hospital Association
(AHA), a trade association representing
several hundred hospitals, also reported
that it has conducted an extensive
educational program on the hazards of
Eta in the hospital setting (Ex. 4-32). For

example. the AHA held three tramm
seminars in 1982 and developed training
manuals for EtO users entitled, Ethylene
Oxide Use in Hospitals: A Mfanual for
Health Care Personnel (Ex. 4-32).

One commenter expressed concern
about confidential information bamg
disseminated via the training program
mandated by the standard (Ex. 11-48).
Michele Malloy, Attorney for Conoco,
Inc., stated:

The proposed standard does not address
the issue of confidential information
contained in training materials. *
Training material may include information
that describes plant processes, information
considered confidential and proprietary. The
proposed rule should contain a mechanism to
maintain the confidentiality of this
information (E3x. 11-48].

OSHA shares Conoco's concern but
does not believe that the final standard
will create problems concerning
confidentiality. Employees are routinely
in a position to have access to
information about materials in use in
their workplace and to observe
production processes at first hand m the
course of their work assignments. OSHA
believes that training information is not
likely to be sufficiently detailed to
divulge trade secrets. In addition, as
discussed in the preamble to the Hazard
Communication standam (48 FR 53280,
November 25,19831, employers may take
steps to protect the specific chemical
identities of materials used in their
production processes (see the discussion
at 48 FR 53312 et seq.].

Considerable evidence was submitted
to the record demonstrating that training
and information programs are also
common in EtO-using facilities in the
non-hospital sectors of industry. For
example, the Ethylene Oxide Industry
Council (EOIC) conducted a survey
among 18 of its non-producer
ethoxylator members (Ex. 4-33a). Fifteen
of the 18 companies responding stated
that they had already established
"formal training program[s] for
employees, * * * both supervisors and
workers potentially exposed to ethylene
oxide" (Ex. 4-33a). In addition, a study
prepared under contract to OSHA by
JIRB Associates (Ex. 6-22) reported that
the overwhelming majority of EtO-using
firms in the EtO producer, ethoxylator,
and medical equipment manufacturing
sectors have training programs in place.

In sum, the record evidence in regard
to information and traimng reinforces
OSHA's own convictions as to the
importance of informed employees to
the successful implementation of
occupational health programs, and
provides strong support for the inclision
of these requirements in the final rule.
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Paragraph (k) Recordkeeprng
Section 8(c)(3) of the Act provides for

the promulgation of regulations
requiring employers to maintain
accurakte records of employee exposures
to potentially toxic or harmful physical
agents which are required to be
monitored or measured.

As proposed, the final standard
requires that employers who rely on
objective data to be exempted from the
standard (paragraph (a)(2) and (d)(2)(ii))
shall maintain records of such
information to demonstrate that their
employees are not exposed to airborne
EtO concentrations at or above the
action level. In this respect, the
objective data substitute for the initial
monitoring requirements.

The final rule provides that records be
kept to identify the employee monitored
and to reflect the employee's exposure
accurately. Specifically, records must
include the following information: (a)
The names and social security numbers
of the employees sampled; (b) the
number, duration, and results of each of
the samples taken, including a
description of the representative
sampling procedure and equipment used
to determine employee exposure where
applicable; (c) a description of the
operation involving exposure to EtO
which is being monitored and the date
on which monitoring is performed; (d)
the type of respiratory protective
devices, if any, worn by the employee;
and (e) a description of the sampling
and analytical methods used, and
evidence of their accuracy.

The final standard also requires that
the employer keep an accurate medical
-record for each employee subject to
medical surveillance. Section 8(c) of the
Act authorizes the promulgation of
regulations requiring-any employer to
keep such records regarding the
employer's activities relating'to the Act
as are necessary or appropriate for the
enforcement of the Act or for developing
information regarding the causes and
prevention of occupational illnesses.
OSHA believes that medical records,
like exposure monitoring records, are
necessary and appropriate both to the
enforcement of the standard and the
development of information regarding
the causes and prevention of illness. In
addition, medical records are necessary
for the proper evaluation of the
employee's health.

The final standard requires that all
records required to be kept shall be
made available upon request to the
.Assistant Secretary and the Director of
NIOSH for examination and copying.
Access to these records is necessary for
the agencies to monitor compliance with

the standard. These records may also
contain essential information which is
necessary for the agencies to carry out
their other statutory responsibilities.

The final rule provides foremployees,
former employees, and their designated
representatives to have access to
mandated records upon request. Section
8(c)(3) of the Act explicitly provides that"employees or their representatives
shall be provided with an opportunity to
observe monitoring and to have access
to the records of monitoring and
exposures to toxic substances" and
several other provisions of the Act
contemplate that employees and their
representatives are entitled to have an
active role in the enforcement of the
Act. Employees and their
representatives need to know relevant
information concernng employee
exposures to toxic substances and their
health consequences if they are to
benefit fully from these statutorily
created rights.

In addition, the final rule specifies
that access to exposure and medical
records by employees, designated
representatives, and OSHA shall be
provided in accordance with 29 CFR
1910.20. Section 1910.20 is OSHA's
recently promulgated generic rule for
access to employee exposure and
medical records (45 FR 35212). By its
terms, it applies to records required by
specific standards, such as this EtO
standard, as well as records which are
voluntarily created by employers. In
general, it provides for unrestricted
employee and designated representative
access to exposure records. Access to
medical records is also provided for
employees and, if the employee has
given specific written consent, for the
employee's designated representatives.
OSHA retains unrestricted access to
both kinds of records, but its access to
personally identifiable records is subject
to rules of Agency practice and
procedure concerning OSHA access-to
employee medical records, which have
been published at 29 CFR 1913.10. An
extensive discussion of the provisions
and the rationale for § 1920.20 may be
found at 45 FR 35312; the discussion of
§ 191310 may be found at 45 FR 35384. It
is noted that revisions to the access to
records standard are being developed in
an ongoing rulemaking proceeding. The
EtO standard may be affected by any
changes which result from that
rulemaking ffort.

It is necessary to keep records for
extended periods because of the long
latency periods commonly observed for
the induction of cancer caused by
exposure to carcinogens. Cancer often
cannot be detected until 20 or more
years after onset of exposure. The

extended record retention period is
therefore needed for two purposes. First,
diagnosis of disease in employees is
assisted by having present and past
exposure data as well as the results of
the medical exams. In addition,
retaining records for extended periods
also makes it possible at some future
date to review effectiveness and the
adequacy of the standard.

The time periods required for
retention of exposure records and
medical records are thirty years, and
period of employment plus thirty years,
respectively. These retention periods tire
consistent with those in the OSHA
records access standard.

The final standard requires employers
to notify the Director of NIOSH in
writing at least 3 months prior to the
disposal of the records. Section
1910.20(h) also contains requirements
regarding the transfer of records. The
employer is required to comply with that
provision and any other applicable
requirements set forth in that standard,

Paragraph (1) Observation of
Monitoring

Section 8(c) of the Act requires that
employers provide employees and their
representatives with the opportunity to
observe monitoring of employee
exposures to toxic substances or
harmful physical agents. In accordance
with this section, as proposed, the final
rule contains provisions for such
observation of monitoring of EtO
exposures.

The observer, whether an employee or
a designated representative, must be
provided with, and is required to use.
any personal protective equipment
required to be worn by employees
working in the area that is being
monitored, and must comply with all
other applicable safety and health
procedures.

The record contains little objection to
the requirements addressing observation
of monitoring. One commenter did
object, however, as noted below:

* It is necessary that OSHA define
"designated representative" and second,
there must be clarification as to when an
employer must provide affected employees
an opportunity to observe monitoring.
Clearly, an employer should not be obligated
to let employees observe monitoring at any
time the employee desires, The disruption
this would cause in a working environment
could be substantial. (Ex. 142.)

Experience gained from previous
health standards containing these same
observation provisions has indicated
that the concerns expressed above are
not warranted and that compliance with
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this requirement has not been unduly
burdensome.

This commenter's concern over the
potential "substanti' disruption in the
working environment caused by
employees observation of monitorng is
also unsubstantiated by the record or
OSHA's experience. Therefore, OSHA
has determined that the final
requirements for employee observation
of monitoring are appropriate.

Paragraph (m) Dates

Effective Date

In the NPRM, OSHA proposed an
effective date of thirty (30) days
following publication m the Federal
Register and invited comment on
whether additional time should be
provided. In addition, the Agency
solicited information and supporting
data on delayed implementation dates
for compliance with various provisions
of the standard.

After careful review of comments in
response to the proposal, the hearing
testimony, and post-hearing comments,
the final rule shall become effective
sixty (60) days following publication m
the Federal Register. Providing a 60 day
rather than 30 day effective date is
believed by OSHA to be necessary for
affected parties to familiarize
themselves with this rather
comprehensive document. In addition.
because of the considerable range of
estimates for time to come into
compliance with the PEL among the
affected industries, the Agency has
decided to establish startup dates for
specific provisions of the standard
based on the affected industry. This is
based on the record and on OSHA's
experience with other standards as to
the time required for employers to
complete air monitoring and medical
surveillance, to obtain necessary
equipment, respirators, and protective
clothing, to produce written compliance
plans, and to design, procure, and install
engineering controls. OSHA believes
that the dates set in this standard should
be adequate in all but unusual
circumstances. If the time period for
meeting any of these startup dates
cannot be met because of technical
difficulties, any employer is entitled to
petition the Assistant Secretary for a
temporary variance under § 6[b)(6)(A) of
the Act. Based on its evaluation of the
feasibility of the standard, however,
OSFIA does not anticipate that many
employers will need to use this variance
mechanism.

Startup Dates
Among producers!ethoxylators,

comments on the estimated time to

institute any necessary engineering
controls and/or work practice controls
ranged from compnies whose facilities
were already reported to be in
compliance to those who suggested that
up to two years were needed to install
engineering controls. For example, U.X
Henderson. Associate Director of
Environmental Affairs at Texaco, stated
that while his company's manufacturing
plant is currently achieving fairly close
to 1 ppm, additional engineering controls
are now planned or being placed in
service to permit consistent compliance
with the PEL (Ex. 11-71). In responding
to the question OSHA raised in the
proposal regarding time to compliance.
Mr. Henderson stated:

At our manufacturing plant. compliance
with a l ppm PEL is already achievable. At
other locations where to EtO Is used. a 12
month period would probably be adequate to
institute any necessary engineenng and/or
work practice controls.

Similarly, Howard Kusnetz, Manager of
Safety and Industrial Hygiene at Shell
Oil Co., stated that Shell had
successfully reduced employee
exposures through a combination of
engineering controls, work practices,
and respiratory protection (R 815).
Moreover, he stated that "with few
exceptions, employee exposures today
are below I ppm as a work-shift time-
weighted average without regard to the
use of respirators" (Tr. 815). During
cross-examination at the hearings, he

'indicated that while two job categories
in the production section required the
use of air-supplied respirators.
compliance with the proposed PEL of 1
ppm had already been achieved in the
ethoxylator section without regard to
the use of respirators (Tr. 816, 829).

Among producers/ethoxylators not
already in compliance with the PE,.
PPG Industries, Inc. estimated several
months to two years to meet the PEL
(Ex. 11-105). SunOlin Chemical
Company, the smallest of the EtO
producing companies, stated that it
would need 18-24 months to meet the
PEL through engineering and work
practice controls (Ex. 11-25), as did A.E.
Staley Manufacturing Company (Ex. 11-
124), and Dow Chemical Company (Ex.
11-110). Union Carbide Corporation, the
largest producer/consumer of EtO,
recommended a biphasic compliance
plan, Phase I requiring 6 months to
develop and design engineering controls,
and Phase II requiring an additional 18
to 24 months to implement those
engineering controls defined m Phase I
(Ex. 11-133). During the hearings.
Donald E. Rapp of Dow indicated that
his company would need 12 or 18
months to comply with 1 ppm (Tr. 839).

thereby decreasing Ins company's
earlier estimate of time to compliance
Ex. 11-110) by six months. Eastman

Kodak requested a mnimum of two
years (Ex. 11-67). Finally. BASP
Wyandotte Corporation requested 12-36
months to install engineering controls.

Arlin G. Voress, Chairman of the
EOIC. and Geraldine V Cox. Vice
President and Technical Director of the
Chenical Manufacturers Association.
stated that the PEL is generally
achievable by industry if the use of
respirators is permitted in certain
operations as part of an integrated
control strate5%y and if appropriate
phase-in periods are provided (Ex. 11-
57). They estimated that producers and
ethoxylators would neet up to two years
to install engineering controls.

OSHA has determined that the record
supports the adequacy of a twelve-
month period for producers and
ethoxylators to institute any necessary
engmeenng and/or work practice
controls. In this regard it is particularly
notable that Shell Oil Company already
has achieved compliance with the TWA
in its ethoxylator section without regard
to respirator usage, that only two job
categories in Shell's producer section
required periodic use of respirators, and
that at Texaco. compliance with the PEL
is already achievable. Therefore.
producers and ethoxylators have one
year from the effective date to achieve
compliance with the PEL by means of
engineering and work practice controls.

Among medical products
manufacturers, including sterilizers, the
estimated time to compliance using
engineering and/or work practice
controls ranged from 7 to 24 months. For
example, in response to the proposed
effective date, Harold 0. Buzzell of
HIMA stated that since nearly 60
percent of HIMA members using ErO are
small entities, a I ppm TWA could not
be widely met in any reasonable length
of time using only engineering and work
practice controls. He indicated that
"allowng respiratory protective devices
for limited specific and defined work
tasks would result in compliance m
approximately 7 months at significant
savings" (Ex. 11-74). Testimony by G.
Briggs Phillips, Semor Vice President for
Scientific Affairs of HIMA. indicated his
organization's support of a I ppm TWA
and that compliance in 7 to 12 months
would be possible with the limited use
of respirators for short periods (Ex. 89).
Frank P Wilton. President of Ethox
Corporation. testified on behalf of HIA
that his Corporation will need 7 to 12
months to achieve the PELz'ith
respirator usage. Post-hearing comments
by Phillips reiterated HI1As

25793



Federal Register / Vol. 49, No. 122 / Friday, June 22, 1984 / Rules and Regulations

recommended time to compliance of 7 to
12 months (Ex. 135). Futhermore, in a
post-hearing brief (Ex. 152)i Phillips and
Wilton indicated that Lawrence
Hecker's statement at the hearings was
representative of the position of H]MA
members on the time needed for
compliance.

Sterilant user members of the EIC believe
that it Will take about 7 months to achieve
compliance with the PEL if respirators can be
used as part of an integrated program (Tr.
451).
In summary, HIMA, a trade organization
representing 285 medical device and
diagnostic product manufacturers,
proposed a phase-in time of 7 to 12.
months with considerable respirator
usage thereafter.

However, OSHA witness Peter A. Roy
testified that in the vast majority of
cases in health care facilities and
industrial sterilizers of medical devices,
a 12-month period would provide
sufficient time for compliance by means
of engineering and work practice
controls (Ex. 21-8). More specifically, he
stated:

I base this opinion on the following facts:
many Industrial and hospital users of EtO
have already taken'significant steps in work
practice and engineering controls to reduce
exposures; the ACGIH TLV Committee has
already adopted a 5 ppn TWA and has
proposed 1 ppm to be effective in 1984; many
industrial sterilization facilities and medical
device manufacturers have gone on record as
adopting in house levels at 10 or less ppm
TWA and the feasibility and effectiveness of
control measures has been proven.

In instances where individual facilities or
institutions may be unable to comply within
the 12 month period, I believe that employees
may be adequtely protected-rn the interim
through the use of proper respiratory
protection. A 12 month lead time should be
sufficient for the development or application
of ventilation equipmnent work process
controls for hospital and industrial
sterilization facilities. Again, EtO control is
merely the application, in most cases, of well
established control technology and does not
,require the development of any new
technology or new methods of control.
Nevertheless, new methods of control, if
proven effective, may of course be used.
These could include new sterilizer designs,
combination sterilizer aerators, and other
technological advancements in equipment
design and function. However even where
existing equipment and facilities must be
modified, a 12 month lead time should
provide an ample period for the planning,
development, design, implementation and
testing of control measures.

Other comments regarding time to
compliance in medical products firms
and sterilizers ranged from 1 to 4 years.
Sterile Products Technology conducted a

.survey of four small medical products

manufacturers and indicated that one
would use an alternate sterilization
process, two would need 12 months to
implement engineering controls, and the
fourth would need two years (Ex. 11-
126). Howmedica, Inc. (Ex. 11-54) and
American Hospital Supply Corp. (Ex.
11-47) indicated that compliance could
be achieved within 12-18 months
allowing respiratory protection for
limited specific and defined work tasks.
In posthearing comments, John Kuchta,
Vice President and General Counsel for
Kendall Co., advocated a 24-month
phase-in period to implement the PEL
(Ex. 142) as did AAMI (Ex. 11-127) and
Warner-Lambert Co. (Ex. 11-76). S.
Richard Nusbaum felt that both hospital
and industrial sterilizers needed 3 years
to meet a I ppm TWA (Ex. 11-64).
Midwest Sterilizing Corp., a small
contract sterilizer, contended that 3 to 4
years were needed to implement the
PEL.

In summary, there is a considerable
range of estimates of the necessary time
to compliance among medical products
manufacturers and sterilizers. Based on
the Agency's feasibility analysis and
expert testimony, OSHA believes that
one year after the effective dat will
provide sufficient time for the vast
majority of medical products
manufacturers and sterilizers to
implement engineering controls and
work practices which will meet the PEL.
As mentioned, above, if because of
technical difficulties the startup date
cannot be met, any employer may
request a temporary variance under
§ 6(b)(6)(A) of the Act.

Among spice manufacturers,
McCormick and Co. and R.T. French Co.
submitted comments on thetime frame
needed to meet the PEL Richard L. Hall,
Vice President of Science-and
Technology at McCormick, stated that
the use of respirators was necessary to
achieve the 1 ppm TWA during
maintenance.and emergency operations
as well as-during re-engineerng of
facilities, Hall believes that a phase-m is
needed and recommended a-minimum of
18 months to compliance (Ex. 11-138),

-A.R. Hatfield, Vice President and
Secretary at R.T. French, was in favor of
a two-year evaluation and modification
period. The first year would be spent
developing analytical methodology and,
validation for monitoring, the second for
emplementing engineering controls (Ex.
11-141). The above commenters
provided no substantive evidence on
engineering or economic problems
which would support the need to extend
the date of compliance to 2 years. In
addition, as noted rn the monitoring
section of the preamble, OSHA believes
that adequate exposure monitoring

methods are presently available to all
segments of the industry, including spice
manufacturers. Because the equipment
and methods for spice sterilization are
very similar to those used for the
sterilization of other items with Et,
OSHA Is confident that spice
manufacturers can comply with the EtO
standard within the same time period as
the other industry segments.
Consequently, the spice manufacturing
industry has one year to meet the PEL
through engineering and work practice
controls.

The great majority of comments
regarding the effective date to
compliance with the PEL were received
from the health care indubtry. Estimated
effective dates ranged from compliance
within 24 hours to within 4 to 5 years,
For example, Sara Beddow, Central
Supply Supervisor at Memorial Hospital
(Colorado Springs) stated that 24 hours
were needed to reduce exposure to the
PEL through engineering and work
practice controls (Ex. 11-34). Brian J.
Kuske, Assistant Administrator, and
DeLoa Pitt, Central Processing, of St,
Mark's Hospital (Salt Lake City) stated
that while their present equipment can
meet the I ppm TWA, a one year
maximum compliance date for other
hospitals was recommended.(Ex. 11-30).
Donna Swenson, Central Servicb
Supervisor at Rockford Memorial
Hospital (Illinois), stated that a
relatively short period of time was
needed to reduce employee exposures to
the PEL, and that engineering controls
for her facility would be completed by
June 1,1984 (Ex. 11-81).

Malcolm G. Ridgway etal. of Council
Shared Services, an engineering
consulting firm serving 230'hospitals In
six Southern California counties, stated
that engineering controls were usually
installed within three months after that
company's recommendations (Ex. 11-
122). Ridgway reported the results of 148'
EtO environmental safety site surveys
performed during March 1982 through
March 1983 at 95 sites in 88 member
hospitals in which 95.3% of the surveys
indicated EtO levels less than 5,0 ppm.

Mesa Luthern Hospital (Arizona)
requested a minimum of 6 months for
implementation of engineering controls
(Ex. 11-31], as did St. Joseph Hospital
Health Center (Syracuse) (Ex. 11-119).
St. John's Regional Medical Center
(oplin, Missouri) and Petaluma Valley
Hospital (California) requested 6 to 12
months to reduce exposures to the PEL
(Exs. 11-17 11-43). Michael L. Schnoler,
Director of Research, Development and
Erimeering of Castle Co., a
manufacturer of EtO sterilizers used In
hospitals, indicated that It would take

i I I
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more than 30 days for sites not in
compliance to obtain and install
equipment. Schneier stated that 9 to 12
months is a more realistic time to
compliance (Ex. 11-53).

A majorit. of hospitals and health
care facilities indicated that one year
was needed to reduce exposure to the
PEL by means of engineering controls.
Commenters included the Missouri
Association for Hospital Central Service
Personnel, Sid Peterson Memorial
Hospital (Kerrville, Texas). Michigan
Hospital Association, International
Association for Hospital Central Service
Management, Samaritan Health Service
(Phoemx), University of Washington
Hospital [Seattle), Missouri Hospital
Association, Arizona Hospital
Association Service Corporation, St.
Mary's Hospital (Rochester, Minnesota),
GrandRapids Osteopathic Hospital, and
University of Virginia Hospitals
(Charlottesville] (Exs. 11-12,11-16, 11-
26,11-44,11-70.11-85, 11-86, 11-103, 11-
116,125,129).

In addition, there appeared to be a
consensus among unions representing
health care employees (AFGE, AFSCMF,
and SEIU that while engineering
controls should be installed as soon as
possible, installation should occur no
later than one year following the
effective date (Exs. 11-99,11-152, 44, Tr.
357 365, 1201). For example, AFSCME
recognized that a PEL that requires
extensive retrofit of equipment to
comply will necessarily require time to
procure needed equipment from
manufacturers.

In the health care industry, we believe that
a reasonable end point can be established
that is less than one year from the effective
date of this standard. (Ex. 44)

Furthermore, Neil Davis of AFGE
testified:

In terms of deadlines, we believe that
adequate engineering controls should be
installed as soon as possible. But no later
than one year. (Tr. 1201).

Other estimates of time to compliance
were for longerperiods. For example,
Harrison Memorial Hospital
(Washington) and Great Plains Society
Hospital Central Services personnel
recommended one to two years
depending upon the type of
modifications needed. South Community
Hospital (Oklahoma City) recommended
an effective date for compliance within
two years, Health Central System
(Minneapolis.) one to three years,
Munson Medical Center (Traverse City.
Michigan] one and one-half to three
years, Methodist Hospital (Houston) two
years. Department of the Army two to
five years, and Henrietta D. Hoodall
Hospital (Maine) and Umversity of

Minnesota Hospitals and Clinics
(Minneapolis) three years (Exs. 11-107,
11-128, 29,45, 51, 88, 90,92,143).
Tacoma General Hospital (Washington)
was in favor of the longest time to
implement engineering controls,
requesting four to five years (E. 11-73).

The remaining commenters among
health care facilities were in favor of a
realistic phased compliance schedule to
afford hospitals time to implement the
standard in a way that will protect both
patients and employees. In response to
OSHA's request for an estimate of time
to compliance through engineering and
work practice controls, the AHA
recommended adoption of the following
schedule for full implementation of the
standard's provisions:
Where needed-

Major construction must be initiated vithln
23 months, and completed within 30 months
of publication of the final standard.
Within 18 months of publication-

Other engineering controls and
departmental modifications must be
completed.

Respirator training, fit testing, and
maintenance programs must be devuloped
and implemented.
Within 12 months of publication-

New equipment must be purchased.
Within 6 months of publication-

Work practice modifications must be made.
Employee training programs must be in

place.
Medical surveillance pograms (exclusive

of cytogenetic testing) must be initiated.
Within 3 months of publication-

Monitorng protocols must be developed
and implemented. Emergency procedures
must be developed and disseminated wilhin
sterilizer areas.

Recordkeeping, signs, and regulated area
requirements must be implemented. le. 11-
115].

Other recommending "phase-in"
periods of varying lengths included the
Association of Operating Room Nurses,
Wesley Medical Center (Wichita,
Kansas), Harper Grace Hospitals
(Dqtroit), and Medical Instrumentation
Systems-Hospital Shared Services (Exs.
11-32, 11-36,11-103, 77).

The information provided to OSHA
clearly indicates that, with few
exceptions, affected employers can be
reasonably expected to be able to install
engineering controls that would bring
their workplaces into compliance with
the final standard's PELs within one
year from the effective date of this
standard. Available engineering controls
combined with good work practices,
such as simply vacating the sterilizer
area for 10-15 minutes after opening the
sterilizer door after cycle completion,
provide a readily available means for

employers to comply with this standard
in the time-frame specified.

Compliance with the other
requirements of the standard within
one-hundred and eighty (180) days of the
effective date also is believed by OSHA
to be appropriate. As discussed
elsewhere in this document, mauny EtO
employers have alreadv instituted or are
developing programs regarding training,
compliance plans, respirators, medical
surveillance, exposure monitorng and
vwork practice. In addition, commenters
specifically indicated that work practice
modifications, training andmedical
surveillance programs, monitoring
protocols, emergency procedures,
recordkeeping, signs, and regulated
areas requirements should be
implemented within a months of the
effective date of the final standard (Exs.
11-33,11-115).

PaXo'roph (n) Appendices

Four appendices have been included
in this final standard. These appendices
have been included primarily for
purposes of information. None of the
statements contained herein should be
construed as establishing a mandatory
requirement not othervase unposed by
the standards or as detracting from an
obligation wiuch the standard does
impose.

The information contained in
Appendices A and B is designed to aid
the employer in complying with
requirements of the standard. Appendix
A also contains workplace design and
work practice recommended by EPA for
hospital and health care facilities using
Eta as a sterilant. The material in
Appendix C primarily provides
information needed by the physician to
evaluate the results of the medical
examination. It should be noted that
paragraph (i) of the standard specifically
requires that the information obtained in
Appendix A and B be provided to
employees as part of their information
and training program.

Appendix D gives details of the
OSHA sampling method for use in
monitoring employee exposures to EtO,
as well as information on other
available methods.

Minor changes have been made in the
Appendices in the final standard to
reflect changes from the proposed rule,
and in response to.suggestions from
commenters.

IX. State Plan Applicability

Twenty-four states and U.S. territories
have their own OSHA-approved
occupational safety and health plans.
These states and territories are: Alaska,
Arizona, California, Connecticut (for
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state and local government employees
only), Hawaii, Indiana, Iowa, Kentucky,
Maryland, Michigan, Minnesota,
Nevada, New Mexico, North Carolina,
Oregon, Puerto Rico, South Carolina,
Tennessee, Utah, Vermont, Virginia,
Virgin Islands, Washington, and
Wyoming. These states and territories
are to adopt a standard comparable to
that of OSHA's within 6 months of the
effective date of the Federal rule.

X. Authority
This document was prepared under

the direction of Patrick R. Tyson, Deputy
Assistant Secretary of Labor for
Occupational Safety and Health, 200
Constitution Ave.,.N.W., Washington,
D.C. 20210.

Accordingly, pursuant to sections 4(b),
6(b) and 8(c) of the Occupational Safety
and Health Act of 1970 (84 Stat. 1592,
1593, 1599; 29 U.S.C. 653, 655, 657),
Secretary of Labor's Order No. 8-76 (41
FR 25059) and 29 CFR Part 1911, Part
1910 of Title 29, Code of Federal
Regulations is hereby amended as set
forth below.
List of Subjects m 29 CFR Part 1910

Ethylene oxide, Occupational safety
and health, Chemicals, Cancer, Health,
Risk assessment.
(Secs. 4, 6. and 8 of the Occupational Safety
and Health Act-of 1970, 84 Stat. 1593, 1597,
1599 (29 U.S.C. 653, 655, 657); Secretary of
Labor's Order 9-83 (48 FR 35736); 294CFR Part
1911)

Signed at Washington, D.C., this 15th day
of June 1984.,
Patrick R. Tyson,
Deputy Assistant Secretary of Labor.

PART 1910-[AMENDED]

Part 1910 of Title 29 of the Code of
Federal Regulations is amended as
follows:

1. By adding a new paragraph (h to
§ 1910.19 to read as follows:

§ 1910.19 Special provisions for air
contaminants.

(h) Ethylene oxide. Section 1910.1047
shall apply to the exposure of every
employee to ethylene oxide in every
employment and place of employment
covered by section 1910.12,1910.19,
1910.14, 1910.15, or 1910,16, in lieu of any
different, standard on exposure to
ethylene oxide which would otherwise
be applicable by virtue of those
sections.

§ 1910.1000 [Amended]
2. By deleting the entry "Ethylene

oxide *. * 50 ppm * * * 90 mg/m "
from Table Z-1 of Section 1910.1000.

3. By adding a new section 1910.1047
to read as follows:

§ 1910.1047 Ethylene oxide.
(a) Scope and application. (1] This

section applies to all occupational
exposures to ethylene oxide (EtO),
Chemical Abstracts Service Registry No.
75-21-8, except as provided in
paragraph (a)(2) of this section.

(2) This section does not apply to the
processing, use, or handling of products
containing EtO where objective data are
reasonably relied upon that demonstrate
that the product is not capable of
releasing EtO in airborne concentrations
at or above the action level under the
expected conditions of processing, use,
or handling that will cause the greatest
possible release.

(3) Where products containing EtO are
exempted under paragraph (a)(2) of this
section, the employer shall maintain
records of the objective data supporting
that exemption and the basis for the
employer's reliance on the data, as
provided in paragraph (k)(1) of this
section.

{b) Definitions: For the purpose of this
section, the following definitions shall
apply:

"Action level" means a concentration
of airborne EtO of 0.5 ppm calculated as
an eight (8)-hour time-weighted average.

"'Assistant Secretary" means the
Assistant Secretary of Labor for
Occupational Safety and Health, U.S.
Department of Labor, or designee.

"Authorizedperson" means any
person specifically authorized by the
employer whose duties require the
person to enter a regulated area, or any
person entering such an area as a
designated representative of employees
for the purpose of exercising the right to
observe monitoring and measuring
procedures under paragraph (1) of this
section, or any other person authorized
by the Act or regulations issued under
the Act.

"Director" means the Director of the
National Institute for Occupational
Safety and Health, U.S. Department 6f
Health and Human Services, or
designee.

'Emergency" means any occurrence
such as, but not limited to, equipment
failure, rupture of containers, or failure
of control equipment that is likely to or
does result in an unexpected significant
release of EtO.

"Employee exposure" means exposure
to airborne EtO which would occur if
the employee were not using respiratory
protective equipment.

"Ethylene oxide" or "EtO" means the
three-membered ring organic compound
with chemical formula CzHO.

(c) Permissible exposure limits (PEL).
8-hour time-weighted average (TWA).
The employer shall ensure that no
employee is exposed to an airborne
concentration of EtO in excess of one (1)
parLEtO per million parts of air (1 ppm)
as an eight (8)-hour time-weighted
average (8-hour TWA).

(d) Exposure monitoring, (1) General.
(i) Determinations of employee exposure
shall be made from breathing zone air
samples that are representative of the 8.
hour TWA of each employee,

(ii) Representative 8-hour TWA
employee exposure shall be determined
on the basis of one or more samples
representing full-shift exposure for each
shift for each job classification in each
work area.

(iiI) Where the employer can
document that exposure levels are
equivalent for similar operations in
different work shifts, the employer need
only determine representative employee
exposure for that operation during one
shift.

(2) Initial monitoring. (i) Each
employer who has a workplace or work
operation covered by this standard,
except as provided for in paragraph
(a)(2) or (d)(2](ii) of this section, shall
perform initial monitoring to determine
accurately the airborne concentrations
of EtO to which employees may be
exposed.

(ii) Where the employer has
monitored after June 15, 1983 and the
monitoring satisfies all other
requirements of this section, the
employer may rely on such earlier
monitoring results to satisfy the
requirements of paragraph (d)(2)(l) of
this section.

(3) Monitoring frequency (petiodic
monitoring). (i) If the monitoring
required by paragraph (d)(2) of this
section reveals employee exposure at or
above the action level but at or below
the 8-hour TWA, the employer shall
repeat such monitoring for each such
employee at least every 6 months.

(ii) If the monitoring required by
paragraph (d)(2)(i) of this section reveals
employee exposure above the 8-hour
TWA, the employer shall repeat such
monitoring for each such employee at
least every 3 months.

(iii) The employer may alter the
monitoring schedule from quarterly to
semiannually for any employee for
whom two consecutive measurements
taken at Jeast 7 days apart Indicate that
the employee's exposure'has decreased
to or below the 8-hour TWA.

(4) Termination of monitoring. (1) If
the initial monitoring required by
paragraph (d](2)(i) of this section reveals
employee exposure to be below the

m..
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action level, the employer may
discontinue the monitoring for those
employees whose exposures are
represented by the initial monitoring.

(ii) If the periodic monitoring required
by paragraph (d)(3) of this section
reveals that employee exposures, as
indicated by at least two consecutive
measurements taken at least 7 days
apart, are below the action level, the
employer may discontinue the
monitoring for those employees whose
exposures are represented by such
monitoring.

(5) Additional monitoring.
Notwithstanding the provisions of
paragraph (d)(4) of this section, the
employer shall institute the exposure
monitoring required under paragraphs
(d)(2](i) and (d)(3) of this section
whenever there has been a change in the
production, process, control equipment,
personnel or work practices that may
result in new or additional exposures to
EtO or when the employer has any
reason to suspect that a change may
result in new or additional exposures.

(6) Accuracy of monitoring.
Monitoring shall be accurate, to a
confidence level of 95 percent, to witn
plus or minus 25 percent for airborne
concentrations of EtO at the 1 ppm
TWA and to within plus or minus 35
percent for airborne concentrations of
EtO at the action level of 0.5 ppm.

(7) Employee notification of
monitoring results. (i) The employer
shall, within 15 working days after the
receipt of the results of any monitoring
performed under this standard, notify
the affected employee of these results in
writing either individually or by posting
of results in an appropriate location that
is accessible to affected employees.

(ii) The written notification required
by paragraph (d](7](i) of this section
shall contain the corrective action being
taken by the employer to reduce
employee exposure to or below the PEL,
wherever monitoring results indicated
that the PEL has been exceeded.

(e) Regulated Areas. (1) The employer
shall establish a regulated area
wherever occupational exposures to
airborne concentrations of EtO may
exceed the TWA.

(2) Access to regulated areas shall be
limited to authorized persons.

(3) Regulated areas shall be
demarcated in any-manner that
mmmzes the number of employees
within the regulated area.

(f) Methods of compliance. (1)
Engineering controls and work
practices. (i) The employer shall
institute engineering controls and work
practices to reduce and maintain
employee exposure to or below the

TWA, except to the extent that such
controls are not feasible.

(ii) Wherever the feasible engineering
controls and work practices that can be
instituted are not sufficient to reduce
employee exposure to or below the
TWA, the employer shall use them to
reduce employee exposure to the lowest
levels achievable by these controls and
shall supplement them by the use of
respiratory protection that complies
with the requirements of paragraph (g)
of this section.

(iii) Engineering controls are generally
infeasible for the following operations:
collection of quality assurance sampling
from sterilized materials removal of
biological indicators from sterilized
materials: loading and unloading of tank
cars; changing of ethylene oxide tanks
on sterilizers; and vessel cleaning. For
these operations, engineering controls
are required only where the Assistant
Secretary demonstrates that such
controls are feasible.

(2] Compliance program. (i) Where the
TWA is exceeded, the employer shall
establish and implement a written
program to reduce employee exposure to
or below the TWA by means of
engineering and work practice controls,
as required by paragraph (f)(1) of this
section, and by the use of respiratory
protection where required or permitted
under this section.

(ii) The compliance program shall
include a schedule for periodic leak
detection surveys and a written plan for
emergency situations, as specified in
paragraph (h)[i) of this section.

(iii) Written plans for a program
required in paragraph (f)(2) shall be
developed and furnished upon request
for examination and copying to the
Assistant Secretary, the Director,
affected employees and designated
employee representatives. Such plans
shall be reviewed at least every 12
months, and shall be updated as
necessary to reflect significant changes
in the status of the employer's
compliance program.

(iv) The employer shall not implement
a schedule of employee rotation as a
means of compliance with the TWA.

(g) Respiratory protection and
personal protective equipment. (1)
General The employer shall provide
respirators, and ensure that they are
used, where required by this section.
Respirators shall be used in the
following circumstances.

(i] During the interval necessary to
instkll or implement feasible engineering
and work practice controls;

(ii) In work operations, such as
maintenance and repair activities,
vessel cleaning, or other activities for

which engineering and work practice
controls are not feasible;

(iii) In work situations where feasible
engineering and work practice controls
are not yet sufficient to reduce exposure
to or below the TWA; and

(iv] In emergencies.
(2) Respirator selection. (i) Where

respirators are required under this
section. the employer shall select and
provide, at no cost to the employee, the
appropriate respirator as specified in
Table 1, and shall ensure that the
employee uses the respirator provided.

(ii) The employer shall select
respirators from among those jointly
approved as being acceptable for
protection against EtO by the Mine
Safety and Health Administration
(NSHA) and by the National Institute
for Occupational Safety and Health
(NIOSH) under the provisions of 30 CFR
Part 11.

(3) Respirotorprogram. Where
respiratory protection is required by this
section, the employer shall institute a
respirator program in accordance with
29 CFR 1910.134 (b), (d). (e). and (f).

(4) Protective clothing and equipment.
Where eye or skin contact with liquid
EtO or EtO solutions may occur, the
employer shall select and provide, at no
cost to the employee, appropriate
protective clothing or other equipment in
accordance with 29 CFR 1901.132 and
1910.133 to protect any area of the body
that may come in contact with liquid
EtO or EtO in solution, and shall ensure
that the employee wears the protective
clothing and equipment provided.

(h) Emergency situations. (1) 14fritten
plan. (i) A written plan for emergency
situations shall be developed for each
workplace where there is a possibility of
an emergency. Appropriate portions of
the plan shall be implemented m the
event of an emergency.

(ii) The plan shal specifically provide
that employees engaged in correcting
emergency conditions shall be equipped
with respiratory protection as required
by paragraph (g) of tis section until the
emergency is abated.

(iii) The plan shall include the
elements prescribed in 29 CFR 1910.38,
"Employee emergency plans and fire
prevention plans."

(2) Alerting employees. Where there is
the possibility of employee exposure to
EtO due to an emergency, means shall
be developed to alert potentially
affected employees of such occurrences
promptly. Affected employees shall be
immediately evacuated from the area m
the event that an emergency occurs.
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(a) Full facep7ece resp~rator with EtO
approved canister. front-or back-
mounted.

(a) Pos;1Ae-pressure suppled air res-
pirator.. equipped with lli face-
piece, hood, or helmet, or

(b) Continuous-flow supplied air res-
pirator (positie pressure)
equipped with hood, helmet or
suil.

(a) Pos;tive-pressure self-contained
breathing apparatus (SCBA),
equpped with full facep;ece, or

(b) Positive-pressure full facep:ece
supplied air resprator equipped
with an atoduary positive-pressure
self-contained breathing appara-
tus.

(a) Positive pressure self-contained
breatihng apparatus equipped with
fu'l faceprece.

(a) Any resp'rator descnbed above.

Note.-Rcsprrators approved for use In higher concentra-
tions ara permitted to be used m lower concentrations.

(i) Medical Surveillance. (1) General.
i) Employees covered. (A) The

employer shall institute a medical
surveillance program for all employees
who are or may be exposed to EtO at or
above the action level, without regard to
the use of respirators, for at least 30
days a year.

(B) The employer shall make available
medical examinations and consultations
to all employees who have been
exposed to EtO iR an emergency
situation.

(ii) Examination by a physician. The
employer shall ensure that all medical
examinations and procedures are
performed by or under the supervision
of a licensed physician, and are
provided without cost to the employee,
without loss of pay, and at a reasonable
time and place.

(2) Medical examinations and
consultations. (i) Frequency. The
employer shall make available medical
examinations and consultations to each
employee covered under paragraph
(i)(1)(i) of this section on the following
schedules:

(A) Prior to assignment of the
employee to an area where exposure
may be at or above the action level for
at least 30 days a year.

(B) At least annually each employee
exposed at or above the action level for
at least 30 days m the past year.

(C) At termination of employment or
reassignment to an area where exposure
to EtO is not at or above the action level
for at least 30 days a year.

(D) As medically appropriate for any
employee exposed dunng an emergency.

(E) As soon as possible, upon
notification by an employee either (1)
that the employee has developed signs

TABLE 1.-MINIMUM REQUIRIENTS FOR RES-
PIRATORY PROTECTION FOR AIRBORNE ETO

Condition of use or
concentration of Min!mum requred respirator

airborne EtO (ppm)

Equal to or tess than
50.

Equal to or loss than2,000.

Concentration above
2,000 or unknown
concentration (such
as In emergencies).

DANGER
ETHYLENE OXIDE
CANCER HAZARD AND REPRODUCTIVE HAZARD
AUTHORIZED'PERSONNEL ONLY
RESPIRATORS AND PROTECTIVE CLOTHING MAY BE REQUIRED
TO BE WORN IN THIS AREA

(ii) The employer shall ensure that
precautionary labels are affixed to all
containers of EtO whose contents are
capable of causing employee exposure
at or above the action level, and that the
labels remain affixed when the
containers of EtO leave the workplace.
For the purposes of this paragraph,

reaction vessels, storage tanks, and
pipes or piping systems are not
considered to be containers. The labels
shall comply with the requirements of 29
CFR 1910.1200(f) of OSHiA's Hazard
Communication standard, and shall
include the following legend:

or symptoms indicating possible
overexposure to EtO, or (2) that the
employee desires medical advice
concerning the effects of current or past
exposure to EtO on the employee's
ability to produce a healthy child.

(F) If the examining physician
determines that any of the examinations
should be provided more frequently than
specified, the employer shall provide
such examinations to affected
employees at the frequencies
recommended by the physician.

(ii) Content. (A] Medical examinations
made available pursuant to paragraphs
(i](2)(i)(A)-(D) of this section shall
include:

(1) A medical and work history with
special emphasis directed to symptoms
related to the pulmonary, hematologic,
neurologic, and reproductive systems
and to the eyes and skin.

(2) A physical examination with
particular emphasis given to the
pulmonary, hematologic, neurologic, and
reproductive systems and to the eyes
and skin.

(3) A complete blood count to include
at least a white cell count (including
differential cell count), red cell count,
hematocrit, and hemoglobin.

(4) Any laboratory or other test which
the examining physician deems
necessary by sound medical practice.

(B) The content of medical
examinations or consultation made
available pursuant to paragraph
(i)(2)(i)(E) of this section shall be
determined by the examining physician,
and shall include pregnancy testing or
laboratory evaluation of fertility, if
requested by the employee and deemed
appropriate by the physician.

(3) Information provided to the
physician. The employer shall provide
the following information to the
examimng physician:

(i) A copy of this standard and
Appendices A, B, and C.

(ii) A description of the affected
employee's duties as they relate to the
employee's exposure.

(iii) The employee's representative
exposure level or anticipated exposure
level.

(iv) A description of any personal
protective and respiratory equipment
used or to be used. -

(v) Information from previous medical
examinations of the affected employee
that is not otherwise available to the
examining physician.

(4) Physcian's written opinion. (i) The
employer shall obtain a written opinion
from the examining physician. This
written opinion shall contain the results
of the medical examination and shall
include:

(A) The physician's opinion as to
whether the employee has any detected
medical conditions that would place the
employee at an increased risk of
material health impairment from
exposure to EtO;

(B) Any recommended limitations on
the employee or upon the use of
personal protective equipment such as
clothing or respirators; and

(C) A statement that the employee has
been informed by the physician of the
results of the medical examination and
of any medical conditions resulting from
EtO exposure that require further
explanation or treatment.

(ii) The employer shall instruct the
physician not to reveal in the written
opinion given to the employer specific
findings or diagnoses unrelated to
occupational exposure to EtO.

(iii) The employer shall provide a
copy of the physician's written opinion
to the affected employee within 15 days
from its receipt.

U) Communication of EtO hazards to
employees. (1) Signs and labels. (i) The
employer shall post and maintain legible
signs demarcating regulated areas and
entrances or accessways to regulated
areas that bear the following legend:
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(A) CAUTION
CONTAINS ETHYLENE OXIDE
CANCER AND REPRODUCTIVE HAZARD;

and
(B) A warning statement against

breathing airborne concentrations of
EtO.

(2) Material safety data sheets.
Employers who are manufacturers or
importers of EtO shall comply with the
requirements regarding development of
material safety data sheets as specified
in 29 CFR 1910.1200(g) of OSHA's
Hazard Communication standard.

(3) Information and training. (i) The
employer shall provide employees who
are potentially exposed to EtO at or
above the action level with information
and training on EtO at the time of initial
assignment and at least annually
thereafter.

(ii) Employees shall be informed of the
following:

(A) The requirements of this section
with an explanation of its contents,
including Appendices A and B;

03) Any operations in their work area
where EtO is present;,

(C) The location and availability of
the written EtO final rule; and

() The medical surveillance program
required by paragraph (i) of this section
with an explanation of the information
in Appendix C.

(iii) Employee training shall include at
least:

(A) Methods and observations that
may be-used to detect the presence or
release of EtO in the work area (such as
monitoring conducted by the employer,
continuous monitoring devices, etc.];

(B] The physical and health hazards of
EtO;

(C) The measures employees can take
to protect themselves from hazards
associated with EtO exposure, including
specific procedures the employer has
implemented to protect employees from
exposure to EtO, such as work practices,
emergency procedures, and personal
protective equipment to be used; and

) The details of the hazard
communication program developed by
the employer, including an explanation
of the labeling system and how
employees can obtain and use the
appropriate hazard information.

-[k) Recordkeepmg. (1J Objective data
for exempted operations.

(i) Where the processing, use, or
handling of products made from or
containung EtO are exempted from other
requirements of this section under
paragraph (a)(2) of this section, or where
objective data have been relied on in
lieu of initial monitoring under
paragraph (d)(2)(ii) of this section, the

employer shall establish-and maintain
an accurate record of objective data
reasonably relied upon in support of the
exemption.

(ii) This record shall include at least
the following information:

(A) The product qualifying for
exemption;

(B) The source of the objective data;
(C) The testing protocol, results of

testing, and/or analysis of the material
for the release of EtO;

(D) A description of the operation
exempted and how the data support the
exemption; and

(E) Other data relevant to the
operations, materials, processing, or
employee exposures covered by the
exemption.

(iii) The employer shall maintain this
record for the duration of the employer's
reliance upon such objective data.

(2) Exposure measurements. (i) The
employer shall keep an accurate record
of all measurements taken to monitor
employee exposure to EtO as prescribed
in paragraph (d) of this section.

(ii) Tus record shall include at least
the following information:

(A) The date of measurement;
(B) The operation involving exposure

to EtO which is being monitored;
(C) Sampling and analytical methods

used and evidence of their accuracy;
(D) Number, duration, and results of

samples taken;
(E) Type of protective devices worn, if

any; and
(F) Name, social security number and

exposure of the employees whose
exposures are represented.

(iii) The employer shall maintain this
record for at least thirty (30) years, in
accordance with 29 CFR 1910.20.

(3) Medical surveillance. (i) The
employer shall establish and maintain
an accurate record for each employee
subject to medical surveillance by
paragraph (i)(1)(i) of tlus section, in
accordance with 29 CFR 1910.20.

(ii) The record shall include at least
the following information:

(A) The name and social security
number of the employee;

(B) Physicians' written opinions;
(C) Any employee medical complaints

related to exposure to EtO; and
(D) A copy of the information

provided to the physician as required by
paragraph (i](3) of this section.

(iii) The employer shall ensure that
this record is maintained for the
duration of employment plus thirty (30)

years, in accordance with 29 CFR
1910.20.

(4) Availability. (i) The employer.
upon written request, shall make all
records required to be maintained by
this section available to the Assistant
Secretary and the Director for
examination and copying.

(ii) The employer, upon request, shall
make any exemption and exposure
records required by paragraphs (1)(1)
and (1)(2) of this section available for
examination and copying to affected
employees, former employees,
designated representatives and the
Assistant Secretary, in accordance with
29 CFR 1910.20 (a}-{e) and (g)-{i).

(iii) The employer, upon request, shall
make employee medical records
required by paragraph [k][3) of this
section available for examination and
copying to the subject employee, anyone
having the specific written consent of
the subject employee, and the Assistant
Secretar3 in accordance with 29 CFR
1910.20.

(5) Transfer of records. (i) The
employer shall comply with the
requirements concerning transfer of
records set forth m 29 CFR 1910.20[h).

(ii) Whenever the employer ceases to
do business and there is no successor
employer to receive and retain the
records for the prescribed period, the
employer shall notify the Director at
least 90 days prior to disposal and
transmit them to the Director.

(I) Observation of mnitoring. (1)
Employee observation.

The employer shall provide affected
employees or their designated
representatives an opportunity to
observe any monitoring of employee
exposure to EtO conducted in
accordance with paragraph (d) of tis
section.

(2) Observation procedures. When
observation of the monitoring of
employee exposure to EtO requires
entry into an area where the use of
protective clothing or equpment is
required, the observer shall be provided
with and be required to use such
clothing and equipment and shall
comply with all other applicable safety
and health procedures.

(in) Dates (1) Effective date. This
section shall become effective August
21.1984.

(2) Start-up dates. (i) The
requirements of paragraphs (c) through
(1) of this section, including feasible
work practice controls but not including
engineering controls specified in
paragraph (f)(1). shall be complied with
within one-hundred and eighty (180)
days after the effective date of this
section.
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(ii) Engineering controls specified by
paragraph (f)(1) of this section shall be
implemented within one (1) year after
the effective date of this section.

(n) Appendices. The information
contained in the appendices is not
intended by itself to create any
additional obligations not otherwise
imposed or to detract from any existing
obligation.

Appendix A-Substance Safety Data
Sheet for Ethylene Oxide
I. Substance Identification

A. Substance: Ethylene oxide (CIH4O].
B. Synonyms: dihydrooxirene,

dimethylene oxide, EO, 1,2-epoxyethane,
EtO, ETO, oxacyclopropane, oxane,
oxidoethane, alpha/beta-oxidoethane,
oxiran, oxirane.

C. Ethylene oxide can be found as a
liquid or vapor.

D. EtO is used in the manufacture of
ethylene glycol, surfactants,
ethanolamines, glycol ethers, and other
organic chemicals. EtO is also used as a
sterilant and fumigant.

E. Appearance and odor: Colorless
liquid below 10.7 °C (51.3 °F) or colorless
gas with ether-like odor detected at
approximately 700 parts EtO per million
parts of air (700 ppm).

F Permissible exposure: Exposure
may not exceed 1 part EtO per million
parts of air averaged over the 8-hour
work day, nor may short-term exposure
exceed 10 parts of EtO per million parts
df air averaged over a 15 minute period.
II. Health Hazard Data

A. Ethylene oxide can cause bodily
harm if you inhale the vapor, if it comes
into contact with your eyes or skin, or if
you swallow it.

B. Effects of overexposure:
1. Ethylene oxide in liquid form can

cause eye irritation and injury to the
cornea, frostbite, and severe irritation
and blistering of the skin upon
prolonged or confined contact. Ingestion
of EtO can cause gastric irritation and
liver injury. Acute effects from
inhalation of EtO vapors include
respiratory irritation and lung injury,
headache, nausea, vomiting, diarrhea,
shortness of breath, and cyaonosis (blue
or purple coloring of skin). Exposure has
also been associated with the
occurrence of cancer, reproductive
effects, mutagenic changes,
neurotoxicity, and sensitization.

1. EtO has been shown to cause
cancer in laboratory animals and has
been associated with higher incidences
of cancer in humans. Adverse
reproductive effects and chromosome
damage may also occur from EtO
exposure.

a. Repoiting signs and symptoms: You
should inform your employer if you
develop any signs or symptoms and
suspect that they are caused by
exposure to EtO.

HI. Emergency First Aid Procedures

A. Eye exposure: If EtO gets into your
eyes, wash your eyes immediately with
large amounts of water, lifting the lower
and upper eyelids. Get medical attention
immediately. Contact-Ienses should not
be worn when working with this
chemical.

B. Skin exposure: If EtO gets on your
skin, immediately wash the
tontaminated skin with water. If EtO
soaks through your clothing, especially
your shoes, remove the clothing
immediately and wash the skin with
water using an emergency deluge
shower. Get medical attention
immediately. Thoroughly wash
contaminated clothing before reusing.
Contaminated leather shoes or other
leather articles should not be reused and
should be discarded.

C. Inhalation: If large amounts of EtO
are inhaled, the exposed person must be
moved to fresh air at once. If breathing
has stopped, perform cardiopulmonary
resuscitation. Keep the affected person
warm and at rest. Get medical attention
immediately.

D. Swallowing: When EtO has been
swallowed, give the person large
quantities of water immediately. After
the water has been swallowed, try to get
the person to vomit by having him or her
touch the back of the throat with his or
her finger. Do not make an unconscious
person vomit. Get medical attention
immediately.

E. Rescue: Move the affected person
from the hazardous exposure. If the
exposed person has been overcome,
attempt rescue only after notifying at
least one other person of the emergency
and putting into effect established
emergency procedures. Do not become a
casualty yourself. Understand your
emergency rescue procedures and know
the location of the emergency equipment
before the need arises.

IV Respirators and Protective Clothing

A. Respirators: You may be required
to wear a respirator for nonroutine
activities; in emergencies, while your
employer is in the process of reducing
EtO exposures through engineering
controls, and where engineering controls
are not feasible. As of the effective date
of the standard, only air supplied
positive-pressure, full-facepiece
respirators are approved for protection
against EtO. If air-purifying respirators
are worn in the future, they must have a
joint Mine Safety and Health

Administration (MSHA) and National
Institute for Occupational Safety and
Health (NIOSH) label of approval for
use with ethylene oxide. For effective
protection, respirators must fit your face
and head snugly. Respirators should not
be loosened or removed in work
situations where their use Is required.

EtO does not have a detectable odor
except at levels well above the
permissible exposure limits. If you can
smell EtO while wearing a respirator,
proceed immediately to fresh air. If you
experience difficulty breathing while
wearing a respirator, tell your employer.

)3. Protective clothing: You may be
required to wear impermeable clothing,
gloves, a face shield, or other
appropriate protective clothing to
prevent skin contact with liquid EtO or
EtO-containing solutions. Where
protective clothing is required, your
employer must provide clean garments
to you as necessary to assure that the
clothing protects you adequately.

Replace or repair protective clothing
that has become torn or otherwise
damaged.

EtO must never be allowed to remain
on the skin. Clothing and shoes which
are not impermeable to EtO should not
be allowed to become contaminated
with EtO, and if they do, the clothing
should be promptly removed and
decontaminated. Contaminated leather
shoes should be discarded. Once EtO
penetrates shoes or other leather
articles, they should not be worn again.

C. Eye protection: You must wear
splashproof safety goggles in areas
where liquid EtO or EtO-containing
solutions may contact your eyes. In
addition, contact lenses should not be
worn in areas where eye contact with
EtO can occur.

V Precautions for Safe Use, Handling,
and Storage

A. EtO is a flammable liquid, and its
vapors can easily form explosive
mixtures in air.

B. EtO must be stored in tighly closed
containers in a cool, well-ventilated
area, away from heat, sparks, flames,
strong oxidizers, alkalines, and acids,
strong bases, acetylide-forming metals
such as cooper, silver, mercury and their
alloys.

C. Sources of ignition such as smoking
material, open flames and some
electrical devices are prohibited
wherever EtO is handled, used, or
stored in a manner that could create a
potential fire or explosion hazard.

D. You should use non-sparking tools
when opening or closing metal
containers of EtO, and containers must
be bonded and grounded in the rare

25800



Federal Register / Vol. 49, No. 122 / Friday, June 22, 1984 / Rules and Regulations

instances in which liquid EtO is poured
or transferred.

E. Impermeable clothing wet with
liquid EtO orEtO-contammg solutions
may be easilyignited. If your are
wearing impermeable clothing and are
splashed with liquid EtO or EtO-
contafning-solution, you should
immediately remove the clothing while
under an emergency deluge shower.

F If your skin comes into contact with
liquid EtO or EtO-containng solutions,
you should immediately remove the Eto
using an emergency deluge shower.

G. You should not keep food,
beverages, or smoking materials in
regulated areas where employee
exposures are above the permissible
exposure limits.

H. Fire extinguishers and emergency
deluge showers for quick drenching
should be readily available, and you
should know where they are and how to
operate them.

I. Ask your supervisor where EtO is
used in your work area and for any
additional plant safety and health rules.

VI. Access to Information
A. Each year, your employer is

required to inform you of the
information-contained in this standard
and appendices for EtO. In addition,
your employermust instruct you in the
properwork practices for using EtO
emergency procedures, and the correct
use of protective equipment.

B. Your employer is required to
determine whether you are being
exposed to EtO. You or your
representative has the right to observe
employee measurements and to record
the results obtained. Your employer is
required to inform you of your exposure.
If your employer determine that you are
being overexposed, he or she is required
to inform you of the actions which are
being taken to reduce your exposure to
within permissible exposure limits.

C. Your employer is required to keep
records of your exposures and medical
exarmnations. These exposure records
must be kept by the employer for at
least thirty (30) years. Medical records
must be kept for the period of your
employment plus thirty (30] years.

D. Your employer is required to
release your exposure and medical
records to your physician or designated
representative upon your written
request.

VII. Sterilant Use of EtO in Hospitals
and Health Care Facilities

This section of Appendix A. for
informational purposes, sets forth EPA's
recommendations for modifications in
workplace design and practice in
hospitals and health care fdcilities for

which the Environmental Protection
Agency has registered EtO for uses as a
sterilant or fumigant under the Federal
Insecticide, Fumgicide. and Rodenticide
Act. 7 U.S.C. 136 et seq. These new
recommendations, published in the
Federal Register by EPA at 49 FR 15268,
as modified in today's Register, are
intended to help reduce the exposure of
hospital and health care workers to EtO
to 1 ppm.EPA's recommended
workplace design and workplace
practice are as follows:

1. Wrorkpace Design

a. Installation of gas line hand valves.
Hand valves must be installed on the
gas supply line at the connection to the
supply cylinders to minimize leakage
during cylinder change.

b. Installation of capture boxes.
Sterilizer operations result in a gas/
water discharge at the completion of the
process. Tins discharge is routinely
piped to a floordrain which is generally
located in an equipment or an adjacent
room. When the floor dram is not in the
same room as the sterilizer and workers
are not normally present, all that is
necessary is that the room be well
ventilated.

The installation of a "capture box"
will be required for those work place
layouts where the floor drain is located
in the same room as the sterilizer or in a
room where workers are normally
present. A "capture box" is a piece of
equipment that totally encloses the floor
drain where the discharge from the
sterilizer is pumped. The "capture box"
is to be vented directly to a non-
recirculating or dedicated ventilation
system. Sufficient air intake should be
allowed at the bottom of the box to
handle the volume of air that is
ventilated from the top of the box. The
"capture box" can be made of metal.
plastic, wood or other equivalent
material. The box is intended to reduce
levels of EtO discharged into the work
room atmosphere. The use of a 'capture
box" is not required if: (1) The vacuum
pump discharge floor drain is located in
a well ventilated equipment or other
room where workers are not normally
present or (2) the water sealed vacuum
pump discharges directly to a closed
sealed sewer line (check local plumbing
codes).

If it is impractical to install a vented
"capture box" and a well ventilated
equipment or other room is not feasible.
a box that can be sealed over the floor
drain may be used if: (1) The floor dram
is located in a room where workers are
not normally present and EtO cannot
leak into an occupied area. and (2) the
sterilizer in use is less than 12 cubic feet

in capacity (check localpimbing
codes].

c. 'entifation of aeratian units L
Existing aeration units. Existing units
must be vented to a non-recirculating or
dedicated system or vented to an
equipment or other room where workers
are not normally present and which is
well ventilated. Aerator units must be
positioned as close as possible to the
sterilizer to minimize the exposure from
the off-gassing of sterilized items.

ii. Installation ofner, aerator units
(where none exist). New aerator units
must be vented as described above for
existin. aerators. Aerators must be in
place by July 1. 198.

d. Ventlation during cylinder chang.
Workers may be exposed to short but
relatively high levels of EtO during the
change of gas cylinders. To reduce
ex.posure from tis route. users must
select one of three alternatives designed
to draw off gas that may be released
when the linefrom the sterilizer to the
cylinder is disconnectech

i. Location of cylinders in a well
ventilated equipment room or other
room where workers are not normally
present.

il. Installation of a flexible hose (at
least 4 in diameterl to a non-
remrculating or dedicated ventilation
system and located in the area of
cylinder change in such a way that the
hose can be positioned at the point
where the sterilizer gas line is
disconnected from the cylinder.

iii. Installation of a hood that is part of
a non-recirculating or dedicated system
and positioned no more than one foot
above the point where the change of
cylinders takes place.

e. Ventilation of ster'ilizer door area.
One of the major sources of exposure to
EtO occurs when the sterilizer door is
opened following the completion of the
sterilization process. In order to reduce
tis avenue of exposure, a hood or metal
canopy closed on each end must be
installed over the sterilizer door. The
hood or metal canopy must be
connected to a non-recirculating or
dedicated ventilation system or one that
exhausts gases to a well ventilated
equipment or other room where workers
are not normally present. A hood or
canopy over the sterilizer door is
required for use even with those
sterilizers that have a purge cycle and
must be in place by July 1.1936.

f. Ventilation of sterilizer relief valve.
Sterilizers are typically equipped with a
safety relief device to release gas in
case of increased pressure in the
sterilizer. Generally, such relief devices
are used on pressure vessels. Although
these pressure relief devices are rarely
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opened for hospital and health care
sterilizers, it is suggested that they be
designed to exhaust vapor from the
sterilizer by one of the following
methods:

i. Through a pipe connected to the
outlet-of the relief valve ventilated
directly outdoors at a point high enough
to. be away from passers by, and not
near any windows that open, or near
any air conditioning or ventilation air
intakes.

ii. Through a connection to an existing
* or new non-recirculating or dedicated
ventilation system.

iii. Through a connection to a well
ventilated equipment or other room
where workers are not normally present.

g. Ventilation systems. Each'hospital
apd -health, care, facility affected by this
notice that uses EtO for the sterilization
of equipment and supplies must have a
ventilation system which enables
compliance with the requirements of
section (b) through (f) in the manner
described in these, sections and'within
the timeframes allowed. Thus, each
affected hospital and health care facility
must have or install a non-recirculating
or dedicated ventilation equipment.or
other room where workers are not
normally present in which to vent EtO.

h. Installation of alarm systems. An
audible and visual indicator alarm
system must be installed to alert
personnel of ventilation system failures,
i.e., when the ventilation fan motor is
not working.
2. Workplace Practices

All the workplace practices discussed
in this unit must be permanently posted
near the door of each sterilizer prior to
.use by any operator.

a. Changing of supply lihe filters.
Filters in the sterilizer liquid line must
be changed when necessary, by the
following procedure:

i. Close the cylinder valve and the
hose valve.
' ii. Disconnect the cylinder hose

(piping) from the cylinder.
iii. Open the hose valve and bleed

slowly into a proper ventilating system
at or near the in-Uise supply cylinders.

iv. Vacate the area until the line is
empty.

v. Change the filter.
vi. Reconnect the lines and reverse the

,value position.
vii. Check hoses, filters, and valves for

leaks with a fluorocarbon leak detector
(for those sterilizers using the 88 percent
chlorofluorocarbon, 12 percent ethylene
oxide mixture (12/88)).

b. Restricted access area. i. Areas
involving use of EtO must be designated
as restricted access areas. They must.be
identified with signs or floor marks near

the sterilizer door, aerator vacuum
pump floor drain discharge, and in-use
cylinder storage.

ii. All personnel must be excluded
from the restricted area whencertain
operations are in progress, such as
discharging a vacuum pump, emptying a
sterilizer liquid line, or venting a non-
purge sterilizer with the door ajar or
other operations where EtO might be
released directly into the face of
workers.

c. Door opening procedures. j.
Sterilizers with purge cycles. A load
treated m a sterilizer equipped with a
purge cycle should be removed, -
immediately,upon completion of the
,cycle (provided no time is lost opening
the door after cycle is completed). If this
is not done, the.purge cycle should-be
repeated before opening door.

ii. Sterilizers without purge cycles.
For a load treated in a sterilizer not
equipped with a purge cycle, the
sterilizer door must be ajar 6' for 15
minutes, and then fully opened for at
least another 15 minutes before
removing the treafed load.,'Thelength of
time of the second period should be
established-by peak monitoring for one
hour after the two 15-minute'periods
suggested. If the level is above 10 ppm
time-weighted average for 8 hours, more
time should be added to the second
waiting period [door wide open).
However, in no case may the seconl
period be shortened to less than 15
minutes.

d. Chamber unloading procedures. i.
Procedures for unloading the chamber
must include the use of baskets or
rolling carts, or baskets and'rolling
tables to transfer treated lpads quickly,
'thus avoiding excessive contact with
treated articles, and reducing the
duration of exposures.

ii. If rolling carts are used, they should-
be pulled not pushed by the sterilizer
operators to avoid offgassing exposure.

e. Maintenance. A written log should
be instituted and maintained
documenting he date of each leak
detection andany maintenance
procedures undertaken. This is a
suggested-use practice and is not
required.

i, Leak detection. Sterilizer door
gaskets, cylinder and vacuum piping,
hoses, filters, and valves must be
checked for leaks under full pressure
with a Fluorocarbon leak detector (for
12/88 systems only) every two weeks by
maintenance personnel. Also, the
cylinder piping connections must be
checked after changing cylinders.
Particular attention in leak detection
should be given to the automatic
solenoid valves-that control the flow of
EtO to the sterilizer. Specifically, a

check should be made at the EtO gasline
entrance port to the sterilizer, while the
sterilizer door is open and the solenoid
valves are in a closed pobition,

ii. Maintenance procedures.
Sterilizer/areator door gaskets, valves,
and fittings must be replaced when
necessary as determined by
maintenance personnel in their bi-
weekly checks: in addition, visual
inspection of the door gaskets for
cracks, debris, and other foreign
substances should be conducted daily
by the operator.

Appendix B-Substance Technical
Guidelines for Ethylene Oxide

i. Physical and Chemical Data
A: Substance identification:
1. Synonyms: dihydrooxirene,

dimethylene oxide, EO, 1,2-epoxyothane,
EtO ETO oxacyclopropane, oxane,
oxidoethane, alpha/beta-oxidoethane,
oxiran, oxirane.

2. Formula. (C2H 4 0).
3. Molecular weight: 44.00
B. Physical data:
1. Boiling point (760 mm Hg): 10.70°C

(51.3"F);
2. Specific gravity (water = A): 0.87 (at

20°C or 68'F)
3. Vapor density (air = 1): 1.49;
4. Vapor pressure (at 20°C): 1,095 mnA

Hg;
5. Solubility in water: complete:
6. Appearance and odor: colorless

liquid; gas .t temperature above 10.7'F
or 51.3°C with ether-like odor above 700
ppm.
II. Fire, Explosion, and Reactivity
Hazard Data

A. Fire:
1. Flash point: less than O°F (open

cup);
2. Stability: decomposes violently at

temperatures above 8000F,
3. Flammable limits in air, percent by

volume: Lower: 3, Upper: 100;
4. Extinguishing media: Carbon

dioxide for small fires, polymer or
alcohol foams for large fires:

5. Special fire fighting procedures:
Dilution of ethylene oxide with 23
volumes of water renders It non-
-flammable;

6. Unusual fire and explosion hazards:
Vapors of EtO will burn without the
presence of air or other oxidizers. EtO
vapors are heavier than air and may
travel along the ground and be ignited
by open flames or sparks at locations
remote from the site at which EtO Is
being used.

7 For purposes of compliance with the
requirements of 29 CFR 1910.100, tO Is
classified as a flammable gas. For

| . . .. v
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example, 7,500 ppm, approximately one-
fourth of the lower flammable limit,
would.be considered to pose a potential
fire and explosion hazard.

8. For purposes of compliance with 29
CFR 1910.155, EtO is classified as a
Class B fire hazard.

9. For purpose of compliance with 29
CFR 1919.307 locations classified as
hazardous due to the presence of EtO
shall be ClasaL

B. Reactivity:
1. Conditions contributing to

instability: EtO will polymerize violently
if contaminated with aqueous alkalies,
amines, mineral acids, metal chlorides,
or metal oxides. Violent decomposition
will also occur at temperatures above
Boa -F;

2. Incompatabilities: Alkalines and
acids;

3. Hazardous decomposition products:
Carbon monoxide and carbon dioxide.

III. Spill, Leak, and Disposal-Procedures
AIFEtO is spilled or leaked, the

following steps should be taken:
1- Remove all ignition sources.
2. The area should be evacuated at

once and re-entered only after the area
has been thoroughly ventilated and
washed down with water.

B. Persons notwearing appropriate
protective equipment must be restricted
from areas. of spills or leaks until
cleanup has been completed.

C. Wastedisposal methods: Waste
material shall be disposed of in a
manner that is not hazardous to
employees or to the general population.
In selecting the method of waste
disposal, applicable local, State, and
Federal regulations should be consulted.

IV. Monitoring and Measurement
Procedures

A. E posure above the Pbrmissible
Exposure Limit

1. Eight-hour exposure evaluation:
Measurements taken for the purpose of
determining employee exposure under
this section are best taken with
consecutive samples covering the full
shift. Air samples must be taken in the
employee's breathing zone (air that
would most nearly represent that
inhaled by the employee.1

2. Monitoring techniques: The
sampling and analysis under this section
may be-performed by collection of the
EtO vapor on charcoal adsorption tubes
or other composition adsorption tubes,
with subsequent chemical analysis.
Sampling and analysis may also be
performed by instruments such as real-
time continuous monitoring systems,
portable direct reading instruments, or
passive dosimeters as long as

measurements taken using these
methods accurately evaluate the
concentration of EtO In employees'
breathing zones.

Appendix D describes the validated
method of sampling and analysis wuch
has been tested by OSHA for use with
EtO. Other available methods are also
described in Appendix D. The employer
has the obligation of selecting a
monitorng method which meets the
accuracy and precision requirements of
the standard under hIs unique field
conditions. The standard requires that
the method of monitoring must be
accurate, to a 95 percent confidence
leveL to plus or minus 25 percent for
concentrations of EtO at I ppm, and to
plus or minus 35 percent for
concentrations at 0.5 ppm. In addition to
the method described in AppendLx D,
there are numerous other methods
available for monitoring for EtO in te
workplace. Details on these other
methods have been submitted by
various compames to the rulemaking
record, and are available at the OSHA
Docket Office.

9. Since many of the duties rlating to
employee exposure are dependent on
the results of measurement procedures,
employers must assure that the
evaluation of employee exposures is
performed by a technically qualified
person.

V. Protective Clothing and Equipment
Employees shall be provided with and

be required to wear appropriate
protective clothing wherever there is
significant potential for skin contact
with, liquid EtO or EtO-contammg
solutions. Protective clothing shall
include impermeable coveralls orsnilar
full-body work clothing, gloves, and
head coverings, as appropriate to
protect areas of the body which may
come in contact with liquid EtO or EtO-
containing solutions.

Employers must ascertain that the
protective garments are impermeable to
EtO. Permeable clothing, including items
made of rubber, and leather shoes
should not be allowed to become
contaminated with liquid EtO. If
permeable clothing does become
contaminated, it should be immediately
removed, while the employer is under an
emergency deluge shower. If leather
footwear or other leather garments
become wet from EtO they should be
discarded and not be worn again.
because leather absorbs EtO and holds
it against the skin.

Any protective clothing that has been
damaged or is otherwise found to be
defective should be repaired or
replaced. Clean protective clothing
should be provided to the employee as

necessary to assure employee
protection. Whejiever impermeable
clothing becomes wet with liquid EtO, it
should be washed down with water
before being removed by the employee.
Employees are also required to wear
splash-proof safety gogjales where there
is any possibility of EtO contacting the
eyes.

VI Miscellaneous Precautions

A. Store EtO m tightly closed
containers in a cool, well-ventilated
area and take all necessary precautions
to avoid any explosion hazard.

B. Drn-sparking tools must be used to
open and close metal containers. These
containers must be effectively grounded
and bonded.

C. Do not incinerate EtO cartridges,
tanks or other containers.

D. Employers shall advise employees
of all areas and operations where
exposure to EtO occur.

VIL Common Operations

Common operations in whch
exposure to EtO is likely to occur
include the followmng: Manufacture of
EtO, surfactants,, ethanolammesglycol
ethem, and specialty chemicals, and use
as a sterilant in the hospitaL health
product and spice industries.

Appendix C-Medical Surveillance

Gurdelines for Ethylene Oxide

I. Route of Entry

Inhalation.

I. Toxicology

Clinical evidence of adverse effects
associated with the exposure to EtO is
present in the form of increased
incidence of cancer in laboratory
animals (leukema, stomach, brain],
mutation in offspring in animals, and
resorptions and spontaneous abortions
In animals and human populations
respectively. Findings in humans and
experimental animals exposed to
airborne concentrations of EtO also
indicate damage to the genetic material
(DNA]. These include hemoglobin
alkylation, unsecheduled DNA
synthesis, sister chromatid exchange
chromosomal aberration, and functional
sperm abnormalities.

Ethylene oxide in liqud form can
cause eye irritation and injury to the
cornea, frostbite, severe irritation, and
blistering of the skin upon prolonged or
confined contact. Ingestion of EtO can
cause gastric irritation and liver injury.
Other effects from inhalation of ErO
vapors include respiratory irritation and
lung injury, headache, nausea. vo:miting
diarrhea, dyspnea and cyanosis.
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III. Signs and Symptoms of Acute
Overexposure

The early effects of acute
overexposure to EtO are nausea and
vomiting, headache, and irritation of the
eyes and respiratory passages. The
patient may notice a "peculiar taste" in
the mouth. Delayed effects can include
pulmonary edema, drowsiness,
weakness, and incoordination. Studies
suggest that blood cell changes, an
increase in chromosomal aberrations,
and spontaneous abortion may also be
causally related to acute overexposure
to EtO.

Skin contact with liquid or gaseous
EtO causes characteristic burns and
possibly even an allergic-type
sensitization. The edema and erythema
occurring from skin contact with EtO
progress to vesiculation with a tendency
to coalesce into blebs with
desquamation. Healing occurs within
three weeks, but there may be a residual
brown pigmentation. A 40-80% solution
is extremely dangerous, causing
extensive blistering after only brief
contact. Pure liquid EtO causes frostbite
because of rapid evaporation. In
contrast, the eye is relatively insensitive
to EtO, but there may be some irritation
of the cornea.

Most reported acute effects of
occupational exposure to EtO are due to
contact with EtO in liquid phase. The
liquid readily penetrates rubber and
leather, and will produce blistering if
clothing or footwear contaminated with
EtO are ndt removed.

IV Surveillance and Preventive
Considerations

As noted above, exposure to EtO has
been linked to an'increased risk of
cancer and reproductive effects
including decreased male fertility,
fetotoXicity, and spontaneous abortion.

tO workers are more likely to have
chromosomal damage than similar
groups not exposed to EtO. At the
present, limited studies of chronic
effects in humans resulting from
exposure'to EtO suggest a causal
association with leukemia. Animal
studies indicate leukemia and cancers at
other sites (brain, stomach) as well. The
physician should be aware Of the
findings of these studies in evaluating
the health of employees exposed to EtO.

Adequate screening tests to determine
an employee's potential for developing
serious chronic diseases, such as cancer,
from exposure to EtO do not.presently
exist. Laboratory tests may, however,
give evidence to .uggest that an
employee is potentially overexposed to
EtO. It is important for the phsician to
become familiar with the operating

conditions in which exposure to EtO is
likely to occur. The physician also must
become familiar with the signs and
symptoms that indicate a worker is
receiving otherwise unrecognized and
unacceptable exposure to EtO. These
elements are especially important in
evaluating the medical and work
histories and m conducting the physical
exam. When an unacceptable exposure
in an active employee is i4entified by
the physician, measures taken by the
employer to lower exposure should also
lower the risk of seribus long-term
consequences.

The employer is required to institute a
medical surveillance program for all
employees who are or will be exposed
to EtO at or above the action level (0.5
ppm) for at least 30 days per year,
without regard to respirator use. All
examinations and procedures must be
performed by or under the supervision
of a licensed physician at a reasonable
time and place for the employee and at
no cost to the employee.

Although broad latitude in prescribing
specific tests to be included in the
medical surveillance program is
extended to the examiing physician,
OSHA requires-inclusion of the
following elements in the routine
examination:

(i) Medical and work histories with
special emphasis directed to symptoms
related to the pulmonary, hematologic,
'neurologic, and reproductive systems
and to the eyes and skin.

(ii] Physical examination with
particular emphasis given to the
pulmonary, hematologic, neurologic, and
reproductive systems and to the eyes
and skin.

(iii) Complete blood count to include
at least a white cell count (including
differential cell count], red cell count,
hematocrit, and hemoglobin.

(iv] Any laboratory or other test
which the examining physician deems
necessary by sound medical practice.

If requested by the employee, the
medical examinations shall include
pregnancy testing or laboratory
evaluation of fertility as deemed
appropriate by the physician.

In certain cases, to provide sound
medical advice to the employer and the
employee, the physician must evaluate
situations not directly related to EtO.
For example, employees with skin
diseases may be unable to tolerate
wearing protective clothing. In addition
those with chronic'respiratory diseases
may not tolerate the wearing of negative
pressure (air purifying] respirators.
Additional tests and procedures that
will help the physician determine which
employees are medically unable to wear
such respirators should include: An

evaluation of cardiovascular function, a
baseline chest x-ray to be repeated at
five.year intervals, and a pulmonary
function test to be repeated every three
years. The pulmonary function test
should include measurement of the
employee's forced vital capacity (FVC),
forced expiratory volume at one second
(FEV1), as well as calculation of the
ratios of FEVI to FVC, and measured
FVC and measured FEVI to expected
values corrected for variation due to
age, sex, race, and height.

The employer is required to make the
prescribed tests available at least
annually to employees who are or will
be exposed at or above the action level,
for 30 or more days per year; more often
than specified if recommended by the
examining physician; and upon the
employee's termination of employment
or reassignment to another work area.
While little is known about the long
term consequences of high short-term
exposures, it appears prudent to monitor
such affected employees closely in light
of existing health data. The employer
shall provide physician recommended
examinations to any employee exposed
to EtO in emergency conditions,
Likewise, the employer shall make
available medical consultations
including physician recommended
exams to employees who believe they
are suffering signs or symptoms of
exposure to EtO.

The employer is required to provide
the physician with the following
informatin: a copy of this standard and
its appendices: a description of the
affected employee's duties as they relate
to the employee exposurd level; and
information from the employee's
previous medical examinations which is
not readily available to the examining
physician. Making this information
available to the physician will aid in the
evaluation of the employee's health in
relation to assigned duties and fitness to
wear personal protective equipment,
when required.

The employer is required to obtain a
written opinion from the examining
physician containing the results of the
medical examinations; the physician's
opinion as to whether the employee has
any detected medical conditions which
would place the employee at increased
risk of material impairment of hid or her
health from exposure to EtO; any
recommended rectrictions upon the
employee's exposure to EtO, or upon the
use of protective clothing or equipment
such as respirators: and a statetnent tlt
the employee has been informed by the
physician of the results of the medidal
examination and of any medical
conditions which require further

" " - • .. . .• . . . ... .. . .. . . o ... ...Feea eitr/Vl 9 o 12/FiaJn 218 ue n euain

25804



Federal Register / Vol. 49, No. 122 / Friday, June 22, 1984 / Rules and Regulations

explanation or treatment. This written
opinion must nrt reveal specific findings
or diagnoses unrelated to occupational
exposure to EtO, and a copy of the
opinion must be provided to the affected
employee.

The purpose in requiring the
examining physician to supply the
employer with a written opinion is to
provide the employer with a medical
basis to aid m the determination of
initial placement of employees and to
assess the employee's ability to use
protective clothing and equipment.

Appendix D-Sampling and Analytical
Methods for Ethylene Oxide

A number of methods are available
for monitoring employee exposures to
EtO. Most of these involve the use of
charcoal tubes and sampling pumps,
followed by analysis of the samples by
gas chromatograph. The essential
differences between the charcoal tube
methods include, among others, the use
of different desorbing solvents, the use
of different lots of charcoal, and the use
of different equipment for analysis of
the samples.

Besides charcoal, methods using
passive dosimeters, gas sampling bags,
impingers, and detector tubes have been
utilized for determination of EtO
exposure. In addition, there are several
commercially available portable gas
analyzers and monitoring units.

This appendix contains details for the
method which has been tested at the
OSHA Analytical Laboratory in Salt
Lake City. Inclusion of this method in
the appendix does not mean that this
method is the only one which will be
satisfactory. Copies of descriptions of
other methods available are available in
the rulemaking record, and may be
obtained from the OSHA Docket Office.
These include the Umon Carbide, Dow
Chemical, 3M, and DuPont methods, as
well as NIOSH Method S-286. These
methods are briefly described at the end
of this appendix.

Employers who note problems with
sample breakthrough using the OSHA or
other charcoal methods should try larger
charcoal tubes. Tubes of larger capacity
are available. In addition, lower flow
rates and shorter sampling times should
be beneficial in inimizing
breakthrough problems. Whatever
method the employer chooses, he must
assure himself of the method's accuracy
and precision under the umque
conditions present m his workplace.

Ethylene Oxide

Method No.. 30.
Matrix. Air.

Target Concentration: 1.0 ppm [1.8
mg/mg).

Procedure: Samples are collected on
two charcoal tubes in series and
desorbed with 1% CS2 m benzene. The
samples are denvatized with HBr and
treated with sodium carbonate. Analysis
is done by gas chromatography with an
electron capture detector.

Recommended Air Volume and
Sampling Rate: 1 liter and 0.05 Lpm.

Detection Limit of the Overall
Procedure: 13.3 ppb (0.024 mg/m)
(Based on 1.0 liter air sample].

Reliable Quantitation Limit: 52.2 ppb
(0.094 mg/m) (Based on 1.0 liter air
sample).

Standard Error of Estimate: 6.597a [See
Backup Section 4.6).

Special Requirements: Samples must
be analyzed within 15 days of sampling
date.

Status of Method: The sampling and
analytical method has been subjected to
the established evaluation procedures of
the Organic Method Evaluations Branch.

Date: August 191.
Chemist: Wayne D. Potter.

Organic Solvents Branch, OSHA
Analytical Laboratory, Salt Lake City.
Utah

1. General Discussion.
1.1 Background.
1.1.1 History of Procedure.
Ethylene oxide samples analyzed at

the OSHA Laboratory have normally
been collected on activated charcoal
and desorbed with carbon disulfide. The
analysis is performed with a gas
chromatograph equipped with a FID
(Flame iomzation detector) as described
in NIOSH Method S286 (Ref. 5.1). Tins
method is based on a PEL of 50 ppm and
has a detection limit of about I ppm.

Recent studies have prompted the
need for a method to analyze and detect
ethylene oxide at very low
concentrations.

Several attempts were made to form
an ultraviolet (UV) sensitive derivative
with ethylene oxide for analysis with
HPLC. Among those tested that gave no
detectable product were: p-anisidine,
methylimidazole, aniline, and 2,3,6-
trichlorobenzoic acid. Each was tested
with catalysts such as triethylamme,
aluminum chloride, methylene chloride
and sulfuric acid but no detectable
derivative was produced.

The next derivatization attempt was
to react ethylene oxide with HBr to form
2-bromoethanol. This reaction was
successful. An ECD (electron capture
detector) gave a very good response for
2-bromoethanol due to the presence of
bromine. The use of carbon disulfide as
the desorbing solvent gave too large a

response and masked the 2-
bromoethanol. Several other solvents
were tested for both their response on
the ECD and their ability to desorb
ethylene oxide from the charcoal.
Among those tested were toluene,
xylene. ethyl benzene, hexane,
cyclohexane and benzene. Benzene was
the only solvent tested that gave a
suitable response on the ECD and a ugh
desorption. It was found that the
desorption efficiency was improved by
using 1% CS: with the benzene. The
carbon disulfide did not significantly
improve the recovery with the other
solvents. SKC Lot 120 was used m all
tests done with activated charcoal

1.1.2 Physical Properties (Ref. 5.2-
5.4).

Synonyms: Oxirane; dimethylene
oxide, 1,2-epoxy-ethane; oxane; CH0;
ETO;
Molecular Weight: 44.06
Boiling Point: 10.7 °C (51.3] )

Melting Point: -111 °C
Description: Colorless, flammable gas
Vapor Pressure: 1095 mm. at 20 °C
Odor. Ether-like odor
Lower Explosive Limits: 3.0% (by

volume)
Flash Point (TOC): Below 0 °F
Molecular Structure: CH- CH 2

1.2 Limit Defining Parameters.
1.2.1 Detection Limit of the

Analytical Procedure.
The detection limit of the analytical

procedure is 12.0 picograms of ethylene
oxide per injection. This is the amount
of analyte which will give a peak whose
height is five times the height of the
baseline noise. (See Backup Data
Section 4.1).

1.2.2 Detection Limit of the Overall
Procedure.

The detection limit of the overall
procedure is 24.0 ng of ethylene oxide
per sample.

This is the amount of analyte spiked
on the sampling device which allows
recovery of an amount of analyte
equivalent to the detection limit of the
analytical procedure. (See Backup Data
Section 4.2).

1.2.3 Reliable Quantitation Limit.
The reliable quantitation limit is 94.0

nanograms of ethylene oxide per
sample. This is the smallest amount of
analyte which can be quantitated within
the requirements of 75% recovery and
95% confidence limits. (See Backup Data
Section 4.2).

It must be recognized that the reliable
quantitation limit and detection limits
reported m the method are based upon
optimization of the instrument for the
smallest possible amount of analyte.
When the target concentration of an
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analyte is exceptionally higher than
these limits, they may not be attainable
at the routine operating parameters. In
this case, the limits reported on analysis
reports will be based on the operating
parameters used during the analysis of
the samples.

1.2.4 Sensitivity.
The sensitivity of the analytical

procedure over a concentration range
representing 0.5 to 2 times the target
concentration based on the
recommended air volume is 34105 area
%niits per /[mgmL. The sensitivity is
determined by the slope of the
calibration curve (See Backup Data
Section 4.3).

The sensitivity will vary somewhat
with the particular instrument used in
the analysis.

1.2.5 Recovery.
The recovery of analyte from the

collection medium must be 75% or
greater. The average recovery from
spiked samples over the range of 0.5 to 2
times the target concentration is 88.0%
(See Backup Section 4.4]. At lower
concentrations the recovery appears to
be non-linear.

1.2.6 Precision (Analytical Method
Only).

The pooled coefficient of variation
obtained from replicate determination of
analytical standards at 0.5X, IX and 2X
the target concentration is 0.036 (See
Backup Data Section 4.5].

1.2.7 Precision (Overall Procedure).
The overall procedure must provide

results at the target concentration that
are 25% of better at the 95% confidence
level. The precision at the 95%
confidence level for the 15 day storage
test is plus or minus 12.9% (See Backup
Data Section 4.6).

This includes an additional plus or
minus t% for sampling error.

1.3 Advantages.
1.3.1 The sampling procedure is

convenient.
1.3.2 The analytical procedure is

very sensitive and reproducible.
1.3.3 Reanalysis of samples is

possible.
1.3.4 Samples are stable for at least

15 days at room temperature.
1.3.5 Interferences are reduced by

the longer GC retention time of the new
derivative.

1.4 Disadvantages.
1.4.1 Two tubes in series must be

used because of possible breakthrough
and migration.

1.4.2 The precision of the sampling
rate may be limited by the
reproducibility of the pressure drop
across the tubes. The pumps are usually
calibrated for one tube only.

1.4.3 The use of benzene as the
desorption solvent increases the

hazards of analysis because of the
potential carcinogenic effects of
benzene.

1.4.4 After repeated injections there
can be a buildup of residue formed on
the electron capture detector which
decreases sensitivity.

1.4.5 Recovery from the charcoal
tubes appears to be nonlinear at low
concentrations.

2. Sampling Procedure.
2.1 Apparatus.
2.1.1 A calibrated personal sampling

pump whose flow can be determined
within plus or minus 5% of the
recommended flow.

2.1.2 SKC Lot 120 Charcoal tubes:
glass tube with both ends flame sealed,
7 cm long with a 6 mm O.D. and a 4-mm
I.D., containing 2 sections of coconut
shell charcoal separated by a 2-mm
portion of urethane foam. The adsorbing
section contains 100 mg of charcoal, the
backup section 50 mg. A 3-nun portion of
urethane foam is placed between the
outlet end of the tube Ind the backup
section. A plug of silylated glass wool is
placed in front of the adsorbing section.

2.2 Reagents.
2.2.1 None required.
2.3 Sampling Technique.
2.3.1 Immediately before sampling,

break the ends of the charcoal tubes. All
tubes must be from the same lot.

2.3.2 Connect two tubes in series to
the sampling pump with a short section
of flexible tubing. A minimum amount of
tubing is used to connect the two
sampling tubes together. The tube closer
to the pump is used as a backup. This
tube should be identified as the backup
tube.

2.3.3 The tubes should be placed in a
vertical position during sampling to
minimize channeling.

2.3.4 Air being sampled should not
pass through any hose or tubing before
entering the charcoal tubes.

2.3.5 Seal the charcoal tubes with
plastic caps immediately after sampling.
Also, seal each sample with OSHA
seals lengthwise.

2.3.6 With each batch of samples,
submit at least one blank tube from the
same lot used for samples. This tube
should be subjected to exactly the same
handling as the samples (break, seal,
transport) except that no air is drawn
through it.

2.3.7 Transport the samples (and
corresponding paperwork) to the lab for
analysis.

2.3.8 If bulk samples are submitted
for analysis, they shoud be transported
in glass containers with Teflon-lined
caps. These samples must be mailed
separately from the container used for
the charcoal tubes.

2.4 Breakthrough.

2.4.1 The breakthrough (5%
breakthrough) volume for a 3.0 mg/rn
ethylene oxide sample stream at
approximately 85% relative humidity,,
22*C and 633 mn is 2.6 liters sampled at
0.05 liters per minute. This is equivalent
to 7.8 gg of ethylene oxide. Upon
saturation of the tube it appeared that
the water may be displacing ethylene
oxide during sampling.

2.5 Desorption Efficiency.
2.5.1 The desorption efficiency, from

liquid injection onto charcoal tubes,
averaged 88.075 from 0.5 to 2.0 x the
target concentration for a 1.0 liter air
sample. At lower ranges it appears that
the desorption efficiency is non-linear
(See Backup Data Section 4.2).

2.5.2 The desorption efficiency may
vary from one laboratory to another and
also from one lot of charcoal to another.
Thus, it is necessary to determine the
desorption efficiency for a particular lot
of charcoal.

2.6 Recommended Air Volume and
Sampling Rate.

2.6.1 The recommended air volume Is
1.0 liter.

2.6.2 The recommended maximum
sampling rate is 0.05 Lpm.

2.7 Interferences,
2.7.1 Ethylene glycol and Freon 12 at

target concentration levels did not
interfere with the collection of ethylene
oxide.

2.7.2 Suspected interferences should
be listed on the sample data sheets.

2.7.3 The relative humidity may
affect the sampling procedure.

2.8 Safety Precautions.
2.8.1 Attach the sampling equipment

to the employee so that it does not
interfere with work performance.

2.8.2 Wear safety glasses when
breaking the ends of the sampling tubes.

2.8.3 If possible, place the sampling
tubes in a holder so the sharp end is not
exposed while sampling.

3. Analytical Method.
3.1 Apparatus.
3.1.1 Gas chromatograph equipped

with a linearized electron capture
detector.

3.1.2 GC column capable of
separating the derivative of ethylene
oxide (2-bromoethanol) from any
interferences and the 1% CS2 In benzene
solvent. The column used for validation
studies was: 10 ft x I/s inch stainless
steel 20% SP-2100, .1% Carbowax 1500
on 100/120 Supelcoport.

3.1.3 An electronic integrator or
some other suitable method of
measuring peak areas.

3.1.4 Two milliliter vials with Teflon-
lined caps.
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3.1.5 Gas tight syringe-500 pL or
other convenient sizes for preparing
standards.

3.1.6 Microliter syringes-1lO pL or
other convement sizes for diluting
standards and 1 I/L for sample
injections.

3.1.7 Pipets for dispensing the 1% CS2
in benzene solvent. The Glenco I mL
dispenser is adequate and convement

3.1.8 Volumetric flasks-5 ml, and
other convement sizes for preparing
standards.

3.1.9 Disposable Pasteur pipets.
3.2 Reagents.
3.2.1 Benzene, reagent grade.
3.2.2 Carbon Disulfide, reagent

grade.
3.2.3 Ethylene oxide, 99.7% pure.
3.2.4 Hydrobromic Acid, 48% reagent

grade.
3.2.5 Sodium Carbonate, anhydrous,

reagent grade.
3.2.6 Desorbing reagent, 99%

Benzene/1% CS2.
3.3 Sample Preparation.
3.3.1 The front and back sections of

each sample are transferred to separate
2-mL vials.

3.3.2 Each sample is desorbed with
1.0 ml, of desorbing reagent

3.3.3 The vials are sealed
immediately and allowed to desorb for
one hour with occasional shaking.

3.3.4 Desorbing reagent is drawn off
the charcoal with a disposable pipet and
put into clean 2-mL vials.

3.3.5 One drop of HBr is added to
each vial. Vials are resealed and HBr is
mixed well with the desorbing reagent

3.3.6 About 0.15 gram of sodium
carbonate is carefully added to each
vial. Vials are again resealed and mixed
well.

3.4 Standard Preparation.
3.4.1 Standards are prepared by

injecting the pure ethylene oxide gas
into the desorbing reagent

-3.4.2 A range of standards are
prepared to make a calibration curve. A
concentration of 1.0 IL of ethylene
oxide gas per 1 ml. desorbing reagent is
equivalent to 1.0 ppm air concentration
(all gas volumes at 25°C and 760 mm] for
the recommended 1 liter air sample. This
amount is uncorrected for desorption
efficiency (See Backup Data Section 4.2.
for desorption efficiency corrections).

3.4.3 One drop of HBrpermLof
standard is added and mixed well.

3.4.4 About 0.15 grams of sodium
carbonate is carefully added for each
drop of HBr (A small reaction will
occur).

3.5 Analysis.
3.5.1 GC Conditions.

Nitrogen flow rate--10mL/mm.
Injector Temperature-250°C
Detector Temperature-300'C

Column Temperature-100°C
Injection size-0.8 pL
Elution time-3.9 minutes

3.5.2 Peak areas are measured by an
integrator or other suitable means.

3.5.3 The integrator results are in
area units and a calibration curve is set
up with concentration vs. area units.

3.6 Interferences.
3.6.1 Any compound having the

same retention time of 2-bromoethanol
is a potential interference. Possible
interferences should be listed on the
sample data sheets.

3.6.2 GC parameters may be changed
to circumvent interferences.

3.6.3 There are usually trace
contaminants in benzene. These
contaminants, however, posed no
problem of interference.

3.6.4 Retention time data on a single
column is not considered proof of
chemical identity. Samples over the 1.0
ppm target level should be confirmed by
GC/Mass Spec or other suitable means.

3.7 Calculations
3.7.1 The concentration in pg/mL for

a sample is determined by comparing
the area of a particular sample to the
calibration curvef which has been
prepared from analytical standards.

3.7.2 The amount of analyte in each
sample is corrected for desorption
efficiency by use of a desorption curve.

3.7.3 Analytical results (A) from the
two tubes that compose a particular air
sample are added together.

3.7.4 The concentration for a sample
is calculated by the following equation:

ETO. Mg/l m3 =
C

where:
A=pg//mL
B=desorption volume in milliliters
C=air volume in liters.

3.7.5 To convert mg/m 3 to parts per
million (ppm) the following relationship
is used:

ETO. ppm=mgl m2 x245

44.05

where:
mg/m3= results from 3.7.4
24.45 =molar volume at 25 °C and 7Cmm HS
44.05 =molecular weight of ETO.

3.8 Safety Precautions
3.8.1 Ethylene oxide and benzene are

potential carcinogens and care must be
exercised when working with these
compounds.

3.8.2 All work done with the solvents
(preparation of standards, desorption of
samples, etc.) should be done in a hood.

3.8.3 Avoid any skin contact with all
of the solvents.

3.8.4 Wear safety glasses at all
times.

3.8.5 Avoid skin contact with HBr
because it is highly toxic and a strong
,ritant to eyes and skin.

4. Backup Data.
4.1 Detection Limit Data.
The detection limit was determined by

injecting 0.8 pL of a 0.015 pg/mL
standard of ethylene oxide into 1% CS.,
in benzene. The detection limit of the
analytical procedure is taken to be
1.20X10- 5 pg per injection. This is
equivalent to 8.3 ppb (0.015 mgimIJ for
the recommended air volume.

4.2 Desorption Efficiency.
Ethylene oxide was spiked onto

charcoal tubes and the following
recovery data was obtained.

4,,5 4.32 9.0

3.0 2.61 87.0
2-5 2.M5 S0.0
1.5 1.S5 91.0
15 123 9.0

.7S X9525 87.0

.375 .315 E4.0

.375 .312 83.2

.1875 .151 E3.5
X34 .070 74.5

At lower amounts the recovery
appears to be non-linear.

4.3 Sensitivity Data.
The following data was used to

determine the calibration curve.

L;n 0-5".75F 3 1XISpfriJ. 2x3.0 p'fn-L

I a!0 53087 111778
2 - 30337 6i 314 10c016
3- 32M E M 1C6122

A -242 57173 109716K--- 31672 53 53 1CS403

4.4 Recovery.
The recovery was determined by

spiing ethylene oxide onto lot 120
charcoal tubes and desorbig with 1%
CS2 in Benzene. Recoveries were done
at 0.5.1.0. and 2.0 X the target
concentration (1 ppm) for the
recommended air volume.

PERCENT RECOVERY

S-;3 0-5x 1.XX 2.Cx

I3M7 S5.0 91.7
2 83. 95. 0 87.3
3 84.2 91.0 93.0
4 3.0 91.0 83.0
- E3.0 e.0 85.0
. .. 5 90.5 87.0
Wc-S ;.-d A .c 3
4-5 Fr, -- cI 2" Anc3itca2iPrcccdua
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The following data was used to
determine the precision of the analytical
method:

0.5x75 1X.5 2X3.0Concentration FgmL pglmL pg/m L

Injection- ............... 7421 1.4899 3.1184
.7441 1.5826 3.0447
.7831 1.4628 2.9149
.7753 1,4244 2.9185

Average . 7612 1.4899 2.9991
Standard Deviation. .. ......... .0211 .0674 .0998
CV . .......................... 0277 .0452 .033

3(.0277)2+3[.0452]+3(.0333)2
3+3+3

CV+0.036
4.6 Storage Data.
Samples were generated at 1.5 mg/m 3

ethylene oxide at 85% relative humidity,
22*C and 633 mm. All samples were
taken for 20 minutes at 0.05 Lpm. Six
samples were analyzed as soon as
possible and fifteen samples were
stored at refrigerated temperature (5'C)
and fifteen samples were stored at
ambient temperature (23°C]. These
stored samples were analyzed over a
period of nineteen days.

PERCENT RECOVERY

Day analyzed Refnger- Ambientated

I ........................................ 87.0 87.0

4 . ............... ..... 93.0 93.01 .......... .................. . 94.0 94.0
1............................ 92.0 92.0

4 ................................................... 92.0 91.04 ...... .93.0 88.0
4 ......... ...... . .... . 91.0 89.0

.92.0

16 -. 
86.0

4.7 Breakthroug .Da 91.710 .. 95.5 ,
10 .. ........... 95.7 . .

13 ...... T e .. ... . 78.013 ................ . ......._....-* _*- - _ _ 61A4 .. .
13 ............. ..... . 82.4
14 ............. ... .. . .. .... . .... 78.5
14 ........... ....... 72.1

n ............er 10 m a........ . 68.019 ... . .... 64.0
19 ........ ....... .o. ... . 770

4.7 Breakthrough Data.
Breakthrough studies were done at 2ppm (3.6 mg/m 3) at approximately 85%

relative humidity at 22°C (ambient
temperature). Two charcoal tubes were
used in series. The backup tube was
changed every 10 minutes and analyzed
for breakthrough. The flow rate was
0.050 Lpm.

r .ime Percent
Tube No. (mnute3) break-

through

2 20 (')

- 40 1.23
5 50 3.46

6 60 18.717. 70I 39.2

8 80 53.3
90 72.0

10 .... 100 96.011- 110 I 113.0

12.. 120 1 133.9

'None.

The 5% breakthrough volume was
reached when 2.6 liters of test
atmosphere were drawn through the
charcoal tubes.

5. References.
5.1 "NIOSH Manual of Analytical

Methods," 2nd ed. NIOSH: Cincinnati,
1977- Method S286.

5.2 "IARC Monographs on the
Evaluation of Carcinogenic Risk of
Chemicals to Man," International
Agency for Research on Cancer. Lyon,
1976; Vol. 11, p. 157

5.3 Sax., N.I. "Dangerous Properties
of Industrial Materials," 4th ed., Van
Nostrand Reinhold Company. New
York, 1975; p. 741.

5.4 "The Condensed'Chemical
Dictionary" 9th ed., Hawley, G.G., ed.,
Van Nostrand Reinhold Company, New
York, 1977; p. 361.

Summary of Other Sampling Procedures
OSHA believes that served other

types of monitoring equipment and
techniques exist for monitoring time-
weighted averages. Considerable
research and method development is
currently being performed, which will
lead to improvements and a wider
variety of monitoring techniques. A
combination of monitoring procedures
can be used. There probably is no one
best method for monitoring personal
exposure to ethylene oxide in all cases.
There are advantages, disadvantages,
and limitations to each method. The
method of choice will depend on the
need and requirements. Some commonly
used methods include the use of
charcoal tubes, passive dosimeters,
Tedler gas sampling bags, detector
tubes, photoionization detection units,
infrared detection units and gas
chromatographs. A number of these
methods are described below.

A. Charcoal Tube Sampling Procedures

Qazi-Ketcham method (Ex. 11-133)-
This method consists of collecting EtO
on Columbia JXC activated carbon,
desorbmg the EtO with carbon disulfide
and analyzing by gas chromatography

with flame ionization detection, Union
Carbide has recently updated and
revalidated this monitoring procedures.
This method is capable of determining
both eight-hour time-weighted average
exposures and short-term exposures,
The method was validated to 0.5 ppm,
Like other charcoal collecting
procedures, the method requires
considerable analytical expertise.

ASTM-proposed method-The
Ethylene Oxide Industry Council (EOIC)
has contracted with Clayton
Environmental Consultants, Inc. to
conduct a collaborative study for the
proposed method. The ASTM-Proposed
method is similar to the method
published by Qazi and Ketcham is the
November 1977 American Industrial
Hygiene Association Journal, and to the
method of Pilney and Coyne, presented
at the 1979 American Industrial Hygiene
Conference. After the air to be sampled
is drawn through an activated charcoal
tube, the ethylene oxide Is desorbed
from the tube using carbon disulfide and
is quantitated by gas chromatography
utilizing a flame ionization detector. The
ASTM-proposed method specifies a
large two-section charcoal tube,
shipment in dry ice, storage at less
than -5°C, and analysis within three
weeks to prevent migration and sample
loss. Two types of charcoal tubes are
being tested-Pittsburgh Coconut-Based
(PCB) and Columbia JXC charcoal. This
collaborative study will give an
indication of the inter- and
intralaboratory precision and accuracy
of the ASTM-proposed method. Several
laboratories have considerable expertise
using the Qazi-Ketcham and Dow
methods.

B. Passive Monitors-Ethylene oxide
diffuses into the monitor and is collected
in the sampling media. The DuPont Pro-
Tek badge collects EtO in an absorbing
solution, which is analyzed
colorimetrically to determine the
amount of EtO present. The 3M 350
badge collects the EtO on chemically
treated charcoal. Other passive
monitors are currently being developed
and tested. Both 3M and DuPont have
submitted data indicating their
dosimeters meet the precision and
accuracy requirements of the proposed
ethylene oxide standard. Both presented
laboratory validation data to 0.2 ppm
(Exs. 11-65, 4-20, 108, 109, 130).

C. Tedlar Gas Sampling Bags-Samples
are collected by drawing a known
volume of air into a Tedlar gas sampling
bag. The ethylene oxide concentration Is
often determined on-site using a
portable gas chromatograph or portable
infrared spectometer.
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D. Detector tubes-A known volume
of air is drawn through a detector tube
using a small hand pump. The
concentration of EtO is related to the
length of stain developed in the tube.
Detector tubes are economical, easy to
use, and give an immediate readout.
Unfortunately, partly because they are
nonspecific, their accuracy is often
questionable. Since the sample is taken
over a short period of time, they may be
useful for determining the source of
leaks.

E. Direct Reading Instruments-There
are numerous types of direct reading
instruments, each having its own
strengths and weaknesses (Exs. 135B,
135C, 107 11-78, 11-153). Many are
relatively new, offering greater
sensitivity and specificity. Popular
ethylene oxide direct reading
instruments include infrared detection
units, photoiomzation detection units,
and gas chromatographs.

Portable infrared analyzers provide an
immediate, continuous indication of a
concentration value; making them
particularly useful for locating lgh
concentration pockets, in leak detection
and in ambient air monitoring. In
infrared detection units, the amount of
infrared light absorbed by the gas being
analyzed at selected infrared
wavelengths is related to the
concentration of a particular component.
Various models have either fixed or
variable infrared filters, differing cell
pathlengths, and microcomputer

controls for greater sensitivity,
automation, and interference
elimination.

A fairly recent detection system is
photoiomzation detection. The
molecules are ionized by lugh energy
ultraviolet light The resulting current is
measured. Since different substances
have different ionization potentials,
other organic compounds may be
ionized. The lower the lamp energy, the
better the selectivity. As a continuous
monitor, phototonization detection can
be useful for locating high concentration
pockets, in leak detection, and
continuous ambient air monitoring. Both
portable and stationary gas
chromatographs are available with
various types of detectors, including
photoionization detectors. A gas
chromatograph with a photoiomizaton
detector retains the photionization
sensitivity, but minimizes or eliminates
interferences. For several GC/PID units,
the sensitivity is in the 0.1-0.2 ppm EtO
range, The GC/PID with
microprocessors can sample up to 20
sample points sequentially, calculate
and record data, and activate alarms or
ventilation systems. Many are quite
flexible and can be configred to meet
the specific ahalysis needs for the
workplace.

DuPont presented their laboratory
validation data of the accuracy of the
Qazi-Ketcham charcoal tube, the PCB
charcoal tube, Miran 103 IR analyzer,
3M #3550 monitor and the Du Pont C-70
badge. Quoting Elbert V. Kring:

We also beleive that OSHA's proposed
accuracy in this standard is appropnate. At
plus or minus 25 percent at one part per
million, and plus or minus 35 percent below
that. And. our data indicates there's only one
monitoring method, nght now. that we ve
tested thoroughly, that meets that accuracy
requirements. That is the Du Pont Pro-Tek
badge' * We also believe that this kind of
data should be confirmed by another
Independent laboratory, using the same t-pa
dynanlc chamber testing (Yr. 1470)

Additional data by an independent
laboratory following their exact prtocol
was not submitted. However,
information was submitted on
comparisons and precision and
accuracy of those monitoring procedures
which indicate far better precision and
accuracy of those monitoring procedures
than that obtained by Du Pont (E. 4-20,
130,11-63,11-133, 130,135A].

The accuracy of any method depends
to a large degree upon the skills and
expenence of those who not only collect
the samples but also those who analyze
the samples. Even for methods that are
collaboratively tested, some
laboratories are closer to the true values
than others. Some laboratories may
meet the precision and accuracy
requirements of the method. others may
consistently far exceed them for the
same method.
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DEPARTMENT OF LABOR

Employment Standards
Administration, Wage and Hour
Division

Minimum Wages for Federal and
Federally Assisted Construction;
General Wage Determination
Decisions

General wage determination decisions
of the Secretary of Labor specify, in
accordance with applicable law and on
the basis of information available to the
Department of Labor from its study of
local wage conditions and from other
sources, the basic hourly wage rates and
fringe benefit payments which are
determined to be prevailing for the
described classes of laborers and
mechanics employed on construction
projects of the character and in the
localities specified therein.

The determinations in these decisions
of such prevailing rates and fringe
benefits have been made by authority of
the Secretary of Labor pursuant to the
provisions of the Davis-Bacon Act of
March 3,1931, as amended (46 Stat.
1494, as amended, 40 U.S.C. 276a) and of
other Federal statutes referred to in 29
CFR 1.1 (including the statutes listed at
36 FR 306 following Secretary of Labor's
Order No. 24-70) containing provisions
for the payment of wages which are
dependent upon determination by the
Secretary of Labor under the Davis-
Bacon Act; and pursuant to the
provisions of part 1 of subtitle A of title
29 of Code of Federal Regulations,
Procedure for Predetermination of Wage
Rates (37 FR 21138) and of Secretary of
Labor's Orders 12-71 and 15-71 (36 FR
8755, 8756). The prevailing rates and
fringe benefits determined in these
decisions shall, in accordance with the
provisions of the foregoing statutes,
constitute the minimum wages payable
on Federal and federally assisted
construction projects to laborers and
mechanics of the specified classes
engaged on contract work of the
character and in the localities described
therein.

Good cause is hereby found for not
utilizing notice and public procedure
thereon prior to the issuance of these
determinations as prescribed in 5 U.S.C.
553 and not providing for delay in
effective date as prescribed in that
section, because the necessity to issue
construction industry wage
determination frequently and in large
volume causes procedures to be
impractical and contrary to the public
interest.

General wage determination decisions
are effective from their date of

publication in the Federal Register
without limitation as to time and are to
be used in accordance with the
provisions of 29 CFR Parts 1 and 5.
Accordingly, the applicable decision
together with any modifications issued
subsequent to its publication date shall
be made a part of every contract for
pefformance of the described work
within the geographic area indicated as
required by au applicable Federal
prevailing wage law and 29 CFR, Part 5.
The wage rates contained therein shall
be the minimum paid under such
contract by contractors and
subcontractors on the work.

Modifications and Supersedeas
Decisions to General Wage
Determination Decisions

Modifications and supersedeas
decisions to general wage determination
decisions are based upon information
obtained concerning changes m
prevailing hourly wage rates and fringe
benefit payments since the decisions
were issued.

The determinations of prevailing rates
and fringe benefits made in the
modifications and supersedeas
decisions have been made by authority
of the Secretary of Labor pursuant to the
provisions of the Davis-Bacon Act of
March 3,1931, as amended (46 Stat.
1494, as amended, 40 U.S.C. 276a) and of
other Federal statutes referred to in 29
CFR 1.1 (including the statutes listed at
36 FR 306 following Secretary of Labor's
Order No. 24-70) containing provisions
for the payment of wages which are
dependent upon determination by the
Secretary of Labor under the Davis-
Bacon Act; and pursuant to the
provisions of part 1-of subtitle A of title
29 of Code of Federal Regulations,
Procedure for Predetermination of Wage
Rates (37 FR 21138) and of Secretary of
Labor's orders 13-71 and 15-71 (36 FR
8755, 8756). The prevailing rates and
fringe benefits determined in foregoing
general wage determination decisions,
as hereby modified, and/or superseded
shall, in accordance with the provisions
of the foregoing statutes, constitute the
nmmum wages payable on Federal and

federally assisted construction projects
to laborers and mechanics of the
specified classes engaged in contract
work of the character and in the
localities described therein.

Modifications and supersedeas
decisions are effective from their date of
publication-m the Federal Register
without limitation as to time and are to
be used in accordance with the
provisions of 29 CFR Parts 1 and 5.

Any person, orgamzation, or
governmental agency having an interest
in the wages determined as prevailing is

encouraged to submit wage rate
information for consideration by the
Department. Further information and
self-explanatory forms for the purpose
of submitting this data may be obtained
by writing to the U.S. Department of
Labor, Employment Standards
Administration, Wage and Hour
Division, Office of Government Contract
Wage Standards, Division of
Government Contract Wage
Determinations, Washington, D.C, 20210.
The cause for not utilizing the
rulemaking procedures prescribed in 5
U.S.C. 553 has been set forth In the
original General Determination
Decision.

New General Wage Determination
Decisions

The numbers of the decisions being
modified and their dates of publication
in the Federal Register are listed with
each State.
Arkansas: AR84-4092 .................................... Jan. 13, 19084.
Califomm CA84-5007 .................. May 18, 1984,
Iowa: IA84.4043 ............. ........... Juno 15, 1084,
Kansas: KS83-4065 ......... .......... ............... Sept. 2, 1083.
Massachusetts:

MA84-3007............ .................... Apt. 0, 1984,
MA 4--308 .. ... ..................................... Mar, 30, 1984.
MA84-3010 .......................................... Apt, 0. A1984

Maryland. MD84-3047 ........ ... Aug. 29, 1000,
Misssipp:

MS83-1014 . .............. ........... Mat, 3, 1903,
MS84-1015 .. ...... ................... Apr. 1, 1903.

Monte=: MT83-5101 . ... .... b.......... . t8, 1983.
New York,

NY84-3030 ........... ................... May 1, 1983.
NY81-3039 .................................. Apr 4, 198a.

Oklahoma:
OK84-4033.................. ................. May 10, 1984,
OK84-4034 .......................................... Do.

Pennsylvania: PA84-3000 ........................... Jan. 13, 1984,
Texas:

TX82-4045 ........................................ Sept. 24, 1902,
........... Mat. 18, 1984.

TX84-4020 . ..... ................... Apr. 13, 1984.
Virginia:

VA82-3034 ...... .... ............... .. Dc. 3, 1082.
VA82-3035 .... ................... Do.

Supersedeas Decisions to General Wage
Determination Decisions

The numbers of the decisions being
superseded and their dates of
publication in the Federal Register are
listed with each State. Supersedeas
decision numbers are in parentheses
following the number of the decisions
being superseded.
Alabama:

AL82-1023 (AL84-1016) ............ .. Apr, 2 1952.
AL82-1022 (AL84-1015) ...................... Do,

Florida: FL82-1015 (FL84-1020) ......... Mat. 5 1902.
Kentucky:.KY8i-1274 (KY84-1017) .......... July 31, 1981.
Mississippi: MS81-1261 (MS84-1014) ..... July 6, 1981,
Oregon: OR83-5100 (OR84-5020) .............. Fob. 18, 1903.
South Caroiina: SC83-1089 (SC84-1018).. Nov. 25, 103
Wisconsin: W183-2012 (WI84-5016) ........... Fob, 10, 1903.

Signed at Washington. D.C. this 15th day of
June 1984.
James L. Valin,
Assistant Administrator.
BILUNG CODE 4510-27-M
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List of Public Laws

Last List June 21. 1984

Th3 is a continuing rst of
pubc bTs from the current
sess:on of Congress wh:ch
h ve become Federal laws.
The text of faws is not
pubshed in the Federal
Register but may be ordered
In md;-,dual pamph!et form
(referred to as "srp Ixws"
from the Supenntendent of
Documents, U.S. Government
Prnting Office, Washingtor,
D.C. 20402 (phone 202-275-
3030).
H. 3578 / Pub. L 98-321
Wisconsm W dmess Act of
1984. (June 19. 1934; 93 Stat.
250) Pnce: $1.50

HP, 4198 / Pub. L 98-322
Vermont Widerness Act of
1984. (June 19, 1934; 93 Stat
253) Price: $1.75
HAL 3921 / Pub. L 98-323
New Hampshtre Widemess
Act of 1984. (June 19, 1984;
98 Stat. 259) Pce: $1.50
HL 3960 I Pub. L 98-324
North Caor Wi.demess Act
of 194. (June 19, 1994; 98
Stat. 263) Prce: $1.75




